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Mr. LIVINGSTON. I just wanted to

assure the gentleman that it is my in-
tention that not only our joint leader-
ships, but that the gentleman and I and
“he respective subcommittee chairmen
com both the majority and the rank-
.ng minority members have full oppor-
tunity to review all proposals bhefore
they hit the floor and that the staff has
adequate time to read it and make sure
that mistakes are not made.

The fact is that the committees are
working, and especially, I think, the
Committee on Appropriations in this
instance is working as expeditiously
and efficiently as is absolutely possible
under rather uncertain conditions, and
I am proud of the job we are doing, I
am just not able to give the gentleman
any guarantees about the ultimate
schedule.

Mr. ROGERS. Mr. Speaker, will the
gentleman yield?

Mr. OBEY. Again, further reserving
the right to objecc Mr. Speaker, 1 yield
to the gentleman

Mr. ROGERS. M. the gen-

tleman from Wisconsin and the chair-
man of the committee 18 correct. Just
on the Commerce-State-Justice bill it
will take 12 or 13 hours of staff time
just to read through, to proofread, that
one bill.

--------

0 1945

So we need a lot of lead time. We
have been trying to pre-read the por-
tions that are more or less agreed to.
But even in spite of that, it is going to
take that long a pertiod of time, just to
read on the one bill.

Mr. OBEY. Mr. Speaker, continuing
ny reservation, let me simply make
chis point, I think we have terrific staff
on the Committee on Appropriations.
But as good as they are, they are likely
to make some significant mistakes if
they are reading out these bills when
they have been strung out through
night after night with virtually no
rest.

It seems to me that if there is not a
reasonable expectation that we can fin-
ish, that we ought to recognize that so
that Members can get some sleep. My
observation is that this place usually
works better and the Members get
along better with each other when
their tails are not dragging, and

everybody’s are, as far as I can see"

right now, and certainly the staff.
Speaker we are not going to get
any more information, but what we
have been told so far is.that the fast-
track legislation is going to come up
sometime tonight, that we may or may
not be moving ahead with other appro-
priation bills, and, if we do move ahead
with them, they may or may not be in
an omnibus form, and we do not really
have any idea at this point how long it
is going to take to read out these bills
or to bring them to the Congress in a
form which is safe-for Members to vote

on.
Under those circumstances, I would
simply say I am dubious that a one-day
CR is going to solve anything
Mr. Speaker, I withdraw my reserva-
tion of objection.
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The SPEAKER pro tempore. Is there’

objection to the request of the gen-
tleman from Louisiana?

There was no objection.

The text of House Joint Resolution
104 is as follows:

H.J. RES. 14

Resolved by the Senate and House of Rep-
resentatives of the United States of America in
Congress assembled, That section 106(3) of
Public Law 10546 is further amended by
striking “‘“November 9, 1997 and inserting in
lieu thereof ‘‘November 10, 1997"", and each
provision amended by sections 122 and 123 of
such public law shall be applied as If ‘‘No-
vember 10, 1997"" was substituted for “Octo-
ber 23, 1997"".

The SPEAKER pro tempore (Mr.
PETRI). Without objection, tHe joint
resolution is considered and passed.

There was no objection.

A motion to reconsider was laid on
the table.

CONFERENCE REPORT ON S. 830,
FOOD AND DRUG ADNHNISTRA—
AMANANDTD \"ﬂ ACT GF

4 LO}" LIRS B LAA 4 LUL‘

1997

Mr. BLILEY. Mr. Speaker, I move to
suspend the rules and agree to the con-
ference report on the Senate bill (S.
830) to amend the Federal Food, Drug
and Cosmetic Act and the Public
Health Service Act to improve the reg-
ulation of food, drugs, devices, and bio-
logical products, and for other pur-
poses.

(For conference report and state-
ment, see prior proceedings of the
House of today.)

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from
Virginia (Mr. BLILEY] and the gen-
tleman from Michigan [Mr. DINGELL]
each will control 20 minutes.

The Chair recognizes the gentleman
from Virginia [Mr. BLILEY].

GENERAL LEAVE

Mr. BLILEY. Mr. Speaker, I ask
unanimous consent that all Members
may have 5 legislative days within
which to revise and extend their re-
marks and include extraneous remarks
on the conference report on S. 830.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from Virginia?

There was no objection.

Mr. BLILEY. Mr. Speaker, I yield
myself such time as I may consume.

Mr. Speaker, today we stand on the
verge of medical advances that will
revolutionize the quality of health care
in America, and today we make the
promise of better medicines and treat-
ments a reality for millions of Ameri-
cans. The bipartisan conference agree-
ment reached earlier this afternoon to
modernize the FDA is a victory for
American patients. i

After almost 3 years of work by the
Committee on Commerce, we have de-
llvered a piece of legislation that will
do more to help patients than any leg-
islation passed in decades. When we
first discussed the need to modernize
the FDA in 1995, we knew that out-
dated rules were slowing down the vital
work of the agency and that patients
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were the ones who were suffering. Vital
new medicines and medical devices
were not getting to the patients who
needed them quickly enough.

As I said back then, it is not right
that American patients are having to
g0 overseas to get the care they need
to stay alive. Congress had to act. Qur
FDA reform team conducted the most
extensive legislative outreach in recent
memory. Literally thousands of hours
were devoted to reaching out to all cor-
ners of the country. Our goal then was
to achieve a balanced legislation, legis-
lation that the Presldent would be
eager to sign.

Today we have fulfilled our objec-
tives. This agreement will result in a
better and more efficient FDA. It will
enhance the safety of the medicines we
take and the medical devices we use
and the foods we feed our children.
Medicines will be approved faster, med-
ical devices will get to people sooner, °
and those with life-threatening dis-
eases will have access to the best ex-
perimental new drugs that science can
provide. That is important, because
when you are sick, when you are suffer-
ing, every minute counts.

Some of my colleagues deserve spe-
cial praise and thanks. Their work on
this i{ssue has been tireless, and the
credit for this legislation belongs to
them. The members of our FDA reform
team, the chairman of our Subcommit-
tee on Health' and Environment, the
gentleman from Florida [Mr. BmI-
RAKIS], along with the gentleman from
Pennsylvania (Mr. GREENWOOD)], the
gentleman from North Carolina [Mr.
BURR], the gentleman from Texas [Mr.
BARTON], and the gentleman from Ken-
tucky [Mr. WHITFIELD].

I also want to reach across the aisle
to thank our friends, the gentlewoman
from California [(Ms. ESHO0O], the gen-
tleman from New York [Mr. TowNns],
and the gentleman from Texas [Mr.
HALL], and all our ranking members,
the gentleman from Michigan {Mr. DIN-
GELL] and the gentleman from Ohio
[(Mr. BROWN], for their invaluable con-
tributions to this effort. And to our
colleagues over in the Senate, Sena.cors
JEFFORDS and KENNEDY. -

I also want to thank my comm.tttee‘
staff, Howard Cohen, Eric Berger, and
Roger Currie, as well as the personal
staffs of the FDA reform team, Patti
DeLoache with the gentleman from
Florida [Mr. BILIRAKIS], Mora
Guarducci with the gentleman from
Pennsylvania [Mr. GREENWOOD], Alyson
Neuman with the gentleman from
North Carolina {(Mr. BURR], Beth Hall
with the gentleman from Texas [Mr.
BARTON]}, Pete Bizzozero with tHe gen-
tleman from Wisconsin (Mr. KLuG), and
Tim Taylor with the gentleman from
Kentucky {Mr. WHITFIELD].

I would also like to extend my grati-
tude to the able and hard-working leg-
islative counsels who helped craft this
measure: David Meade, Pete Goodloe,
and Liz Aldridge.
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Finally, I would like to express my
sincere gratitude for ¢the hard work and
dedication of muinority counsel Kay
Holcombe. She is leaving us at the end
of this session, and, believe me, she
will be greatly missed, not just by the

entleman from Michigan [Mr. DIN-

ELL] but by this chairman as well.

They should all be proud of a job very
well done. The American people thank
them, and so do 1.

Mr. Speaker, 1 reserve the balance of
my time.

, Mr. DINGELL. Mr. Speaker, I yield
myself 4 minutes.

(Mr. DINGELL asked and was given
permission to revise and extend his re-

marks.)

Mr. DINGELL. Mr. Speaker, from the
beginning, our goal in reforming Food
and Drug has been to beneflt patients
and people. We can talk about a lot of
things, but when we get right down to
it, the question is keeping people safe,
seeing to it that foods, drugs, cosmet-
ics, devices and other things which are
regulated by Food and Drug which are
absolutely essential to the life.of peo-
ple are safe and that they come quickly
to market.

The bill does & number of things.
First, it reauthorizes the Prescription
Drug User Fee Act. This is a program
that has given FDA the resources need-
ed to approve drugs in a way that none
of us would have anticipated 10 years
ago. Today, new drugs are reviewed by
FDA in a year or less. Drugs essential
for people with serious and life-threat-
ening 1ilinesses are reviewed in 6
months or less. This is enormous

Tress.
e bill authorizes a clinical trials
» bank that would be established
warough the National Library of Medi-
cine at NIH. Patients with serious {11-
nesses will be able to get critical infor-
-mation about experimental therapies
being tested in clinical trials.

The bill codifies a number of proce-
dures that FDA developed over the
years to expand access to experimental
drugs and medical devices to people
with serious illnesses and emergency
situations through so-called expanded
access protocols.

Market incentives are included in
this bill to encourage companies to
produce pediatric studies of drugs, so
that the labeling of these products will
be useful to pediatricians. Today, most
of these drugs prescribed for children
have no proper pediatric label. The bill
remedies this situation. I expect the
FDA will use this new authority care-
fully to avoid detrimental impact on
the availability of generic drugs.

The medical device provisions of the
legislation have been the most con-
troversial and difficult. I am pleased
that the conference report includes
provisions based on a careful consider-
ation of two goals: Expediting the
availability of new, sophisticated prod-
ucts; and protecting patients from

medical devices that are either unsafe

c effective.
‘ ‘11 gives the FDA the ability to
{ine its evaluation of medical

CONGRESSIONAL RECORD —HOUSE

November 9, 1997

devices, but without compromising its pated. but especially to Kay’'s distin-
ability to make absolutely sure that guished career in public service and her
the products are safe, that they work 4 years with the staff of the Demo-
the way they are supposed to be, and cratic part of the committee. Her re-

are labeled properly.

I am also pleased the conference re-
port retains two significant provisions
from the House bill. One makes certain

tirement is a loss to all.

This is a fine piece of legislation. I
urge my colleagues to support it.

Mr. BLILEY. Mr. Speaker, I yield 5

FDA will not be forced to approve a minutes to the gentleman from Florida
product the agency knows the manu- [Mr. BILIRAKIS], the very able chairman
facturer cannot make according to of the Subcommittee on Health and
good manufacturing practices. The sec- Environment of the Committee on
ond ensures that FDA can evaluate all Cormmerce,

aspects of a new medical device, not Mr. BILIRAKIS. Mr. Speaker, I
just the ones that the manufacturer thank the gentleman for yielding me
chooses to include in the label. time.

I am concerned, Mr. Speaker, that Mr. Bpeaker, I rise, of course, in sup-
while we are busy reforming the Food port of the conference report. As chair-
and Drug Administration, we put a man of the subcommittee of jurisdic-
number of burdens on the agency and tion, I believe the conference report
that the potential to interfere with the represente our best effort in many
review and approval of new products is years to improve the health and safety

real. I am also concerned that the
speed which is required may have an
element of risk for the consuming pub-
Ulc for patients and for people involved
in health care.

Mr. Speaker, I want to commend and
thank my good friend and colleague,
the gentleman from Virginia {Mr. BLi-
LEY], for his excellent work on this im-
portant legislation and for his leader-
ship in what has been a truly biparti-

of all Americans.

In short, this comprehensive law will
chart a new course in public protec-
tion, allowing the Government to ful-
fill its obligation to protect the public
health without undue delay, while en-
suring that we preserve the economic
incentives inherent in our free market
system. Although it has taken many
months, indeed, many years of hard
work, this legislation represents a bi-

san effort. partisan effort to work through our po-
In addition, the work of the sub- 1litical differences and resolve conten-
committee chairman, the gentleman tious issues. :
from Florida {Mr. BILIRAKIS], was o8- Over the last 3 years, Mr. Speaker,
sential to the success of the effort, a8 the Committee on Commerce and my
were the labors of the gentlewoman Subcommittee on Health and Environ-
from California [(Ms. ESHOO], the gen- ment in particular have produced a
tleman from Texas [Mr. BARTON], the number of landmark bills which have
gentleman from California [Mr. WAX- enjoyed support fromn both sides of the
MAN], the gentleman from Ohio [Mr. gaisle.
BROWN], the gentleman from Penn-  Last year, for example, the Sub-
sylvania {Mr. KLINK], the gentleman committee on Health and Environment
from North Carolina {Mr. BURR], the produced the innovative Food Quality
gentleman from Pennsylvania [Mr. Protection Act and legislation to sub-
GREENWQOD], and the gentleman from sgtantially improve the operation of the
Kentucky [Mr. WHITFIELD]. Safe Drinking Water Act. In addition,
Our Senate colleagues, Senators JEF- my subcommittee crafted a health in-
FORDS, KENNEDY, and CoATs worked gsurance portability act to make basic
very hard. reforms to the health insurance system
The stafl of the committee, Howard gand worked on the Balanced Budget
Cohen, Eric Berger, Roger Currie, and Acy of 1997to include the new chil-
the staff of the conferees, Kevin Bren-qgren’s health care program and impor-
nan, Paul Kim, Emmett O'Keefe, Pat- tant reforms to the Medicare and Med-
tie DeLoache, Alyson Neuman, Beth jcaid programs.
Hall, Mora Guarducci, and Tim Taylor O 2000
were valuable and important in the ac-
complishments of this legislation, as We also reauthorized the Ryan White
were the tireless efforts of David Act, thus authorizing Federal dollars
Meade and Peter Goodloe of House Leg- to States for HIV education, preven-
islative Counsel and Elizabeth Aldrich tion and health service programs. I am
of Senate Legislative Counsel. very proud of these important accom-
1 want to refer to the work done by plishments, particularly because they
my dear friend and our valuable staff were done in a bipartisan way.
member, Kay Holcombe, who will be The foundation of the present FDA
leaving us at the end of this yvear. Sim- bill was developed during the last Con-
ply put, without her labors, we would gress, and from the beginning, our ef-
not have achieved the consensus FDA fort has been an open process, open to
bill that we have before us today. It anyone interested in FDA reform. Our
took a great deal of effort on her part, committee conducted 17 separate for-
her unquestioned integrity, her consid- mal hearings on FDA reform and FDA-
erable intelligence, her extensive ex- related issues. This represents 72 hours,
pertise, and her legislative tenacity to 44 minutes, and 2,094 pages of testi-
help us get to the point where we are. mony.
The legislation is a fitting capstone There are many who deserve credit
to the labors of all who have partici- for bringing this legislation to the
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floor tocday, several Committee on
Commerce members in particular: The
gentleman from Pennsylvania {[Mr.
GREENWOOD]); the gentleman from
North Carolina [{Mr. BURR]); the gen-
tleman from Texas {Mr. BARTON], the
gentleman from Wisconsin [Mr. KLUG];
the gentleman from Kentucky ([Mr.
WHITFIELD); the gentleman from Ohio
(Mr. BROWN]; the gentlewoman from
California (Ms. ESHOO]; the gentleman
from California [Mr. WAXMAN]; the gen-
tleman from Pennsylvania [Mr. KLINK];
the gentleman from Texas [Mr. HaLL];
the gentleman from New York [Mr.
Towns], along with our personal staffs
who have dedicated many long hours to
this bill. However, it was the leader-
ship and direction, of course, of the
gentleman from Virginia (Mr. BLILEY],
our full committee chairman, and the
gentleman from Michigan (Mr. DIN-
GELL], our ranking minority member,
which enabled us to bring the consen-

- sus bill before the House today. At the

beginning of this Congress the chair-
man of the full committee made it
clear that he wanted action to FDA
legislation and his determination to
see this through has been a guiding
force in our deliberations. .

In addition. the cooperation of both
HHS Secretary Donna Shalala and Act-
ing FDA Commissioner Dr. Michael
Friedman during this process enabled
us to achieve our ultimate goal of cre-
ating thoughtful and practical FDA re-
form legislation which will be signed
into law, I trust, by the President this

year. -

Finally, I want to acknowledge and
thank the most important people, the
committee staff on both sides of the
aisle, for their dedication and hard
work in crafting this important legisla-
tion, especially Howard Cohen, Kay
Holcombe, who is leaving us, and, boy,
are we going to miss her; Rodger
Currie, Bric Berger, David Meade, Pete
Goodloe and Pattie DeLoache of my
personal staff.

I am proud of this legislation, Mr.
Speaker. It will reduce the overregula-
tion of research-based businesses while
greatly improving the lives of millions
of Americans. I belleve we have done
our work and done it well. I urge my
colleagues to support this conference.

Mr. DINGELL. Mr. Speaker, I yleld 3
minutes to the distinguished gen-
tleman from Ohio (Mr. BROWN].

Mr. BROWN of Ohio. Mr. Speaker,
today the House considers the con-
ference report on the reform of the
Food and Drug Administration. The de-
bate on FDA reform progressed from ir-
rational and unfounded accusations
about FDA’s regulation of medical
products to much more rational discus-
sions about how to modify this agen-
cy’s regulatory policies and procedures
in a way that will ease unnecessary
regulation without reducing essential
protections of public health.

I want to commend the gentleman
from Virginia {Mr. BLILEY] and the
gentleman from Michigan (Mr. DIN-
GELL], the ranking member, and the
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gentleman from Florida (Mr. BILI-
RAKIS], chairman of the subcommittee,
for their diligence 1n holding the House
conferees together on issues that this
body believed in. I want to commend
the tireless work of our staffs, particu-
larly Kay Holcombe and Howard
Cohen.

This was not an easy task, particu-
larly 1n light of the tremendods dif-
ferences of opinion about what con-
stitutes ‘‘unnecessary regulation.’” To
make the system more accessible to
consumers, it was necessary to draw a
line between creating reasonable public
processes and overburdening the FDA
with administrative duties that take
time away from the most important
functions of getting safe and effective
new products to market as quickly as
possible. :

Many argue that FDA reform is es-
sential, because new and improved
products were not reaching American
consumers quickly enough. The facts
simply did not bear this out. The
FDA's Center for Devices literally
overhauled its operations and dramati-
cally improved its review time for new
products. We reached a compromise
where critics of this process and the
medical device industry can be com=-
fortable.

Perhaps the most important provi-
sion included in this legislation is the
reauthorization of the Prescription
Drug User Fee program. This program
has provided the resources that FDA
needed to make it the world leader in
the review and approval of new drugs.
If there were one single reason for Con-
gress to pass this bill today, drug user
fees is that reason.

Some of us may not be completely
satisfied with the reforms of FDA regu-
lation of generic drugs. I believe, how-
ever, that the debate led to some very
much needed improvements. While
these products are not the so-called
miracle drugs we read about in head-
lines, generic drugs are critically im-
portant, because they provide options
for physicians and for patients that
often are less expensive than brand
name products. Generic drugs literally
save billions of dollars in health care
costs, much of those savings occurring
to the Federal Government through
Medicaid, Veterans and Department of
Defense facilities. In addition, savings
in drug costs are important especially
for senior citizens who obviously pur-
chase the largest percentage of pre-
scription drugs.

Mr. Speaker, I was especially pleased
that a number of issues raised by
Democratic members of the sub-
committee, chaired by the gentleman
from Florida (Mr. BILIRAKIS], were ad-
dressed in this legislation. I appreciate
the willingness of the bill’'s sponsors,
the gentleman from Virginia {Mr. BLI-
LEY] and the gentleman from Florida
{Mr. BILIRAKIS], to engage in these ne-
gotiations, and they were able to hold
the House position during this con-
ference.

Mr. Speaker, FDA is a remarkably ef-
fective agency. 1 have never been per-
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suaded that massive changes in law
were needed to correct some dreadful
problem lurking under the surface.

I ask my colleagues to pass the con-
ference report.

Mr. BLILEY. Mr. Speaker, I yield 2
minutes to the gentleman {rom North
Carolina (Mr. BURR].

Mr. BURR of North Carolina. Mr.
Speaker, I thank the gentleman for
yielding me this time.

Mr. Speaker, today we take a his-
toric step towards the future of health
care in America. Today we will vote on
the conference report for the Food and
Drug Administration modernization
legislation, originally H.R. 1411 in the
House, and now S. 830.

FDA modernization is not radical, it
is responsible. It is not senseless, it is
safe. For thousands of patients and
their families, the FDA has become a
cold, inhuman and indifferent bureauc-
racy with a lagging drug and medical
approval process and a culture of unre-
sponsiveness and disconnect. The FDA
has become an obstacle in some Amer-
ican families in the hope for new treat-
ments. The FDA, regulating 25 cents of
every dollar in the U.S. economy, af-
fects every American family.

This legislation will prepare the
agency for technology and medical
breakthroughs for the 2ist century.
This legislation provides hope from the
corner store pharmacist who wants to
provide the best medication possible to
his customers, to the hospital passion-
ately fighting against an outbreak of
an antibiotic-resistant bacteria strain,
to. the rural doctor who desperately
seeks medication to treat patients, to
the terminally i1l cancer patient who
has no medical option left in the strug-
gle agalinst a devastating disease.

This legislation in fact puts a human
face on the Food and Drug Administra-
tion. By infusing common business
sense into the daily operation of FDA,
we will enable the agency to approve
safe drugs more efficiently and to re-
duce skyrocketing costs of research
and development that is bogged down
{n bureaucratic red tape.

I want to thank the gentleman from
Virginia {Mr. BLILEY], the chairman of
the committee, Chairman JEFFORDS in
the Senate, the gentleman from Flor-
ida [Mr. BILIRAKIS], the gentleman
from Michigan (Mr. DINGELL], the FDA
Reform Task Force, the committee
staff, my staff and the Senate staff who
literally spent hundreds of hours work-
ing on this very important legislation
that I believe deserves the support of
our entire House membership.

Today we celebrate hope and life.
This legislation would not be possible
without hundreds of patients who
brought their personal stories to Wash-
ington. Unfortunately, many of those
patients did not live to see this day.

Mr. DINGELL. Mr. Speaker, I yleld 3
minutes to the distinguished gentle-
woman from California [Ms. ESHOO]).

Ms. ESHOO. Mr. Speaker, I thank the
gentleman from Michigan [Mr. DIN-
GELL] for yielding me this time.
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This evening I rise in strong support
of the conference report, and I urge my
‘olieagues to support it as well. Let me

~rt out by acknowledging the leader-
‘ ), and without the leadership of the

.tleman from Virginia [Mr. BLILEY],
vur committee chairman, the gen-
tleman from Florida {Mr. BILIRAKIS],
our subcommittee chairman, and cer-
tainly the gentleman from Michigan
[Mr. DINGELL], our ranking member,
and the gentleman from Ohio [Mr.
BROWN] of the subcommittee, and all of
the Members from my side of the aisle
as well as the majority, we would not
come to this moment. ,

Like all conference reports, it rep-
resents a compromise. Nonatheless, the
agreement is entirely consistent with
the bill which passed the House by .a
voice vote last month. That is highly
unusual for a bill of such substance and
such importance to come to the floor
and be passed by a voice vote. I am
proud of the role that I was able to
play in this.

The FDA, I belleve, will be a better
agency because of this legislation.
Drugs and medical devices will get to
patients sooner without any reduction
in the safety and the effectiveness of
these products.

I am particulariy pleased that a com-
promise was reached among the con-
ferees on a provision allowing for ac-
credited third parties to review medi-
cal devices, and that the House held its
position with regard to the labeling of

ices. Had the House not insisted on

language, this conference report

1d have been vetoed, and all of our
nard work would have been lost.

I hope, Mr. Speaker, that my col-
leagues appreciate the tremendous bi-
partisan, bicameral support that went
into bringing this conference report to
the House today. The list of people to
thank is far too long to mention here,
but there is one, because I think if
there were a subset titie to this bill, it
would be the Kay Holcombe Act of 1997.
The tributes that have been paid to her
are well-deserved and she should re-
ceive the gratitude and the applause of
the American people, because they are
the ones that we really went to the
table for, and were it not for her pro-
fessionalism, her patience, her hard
work, we would not have arrived at
this moment.

I salute everyone that was a part of
this, and if there is anyone on either
side of the aisle that thinks that there
are not unending opportunities to seize
in the Congress, they are wrong. 1
found one with my colleagues. and one
of them seated on the other side of the
aisle, JOE BARTON, my partner on the
medical device bill, many thought that
with the two of us being partners that
it could not be done. 1t was done, we
come to this moment, and 1 urge my
cnlleagues to support the conference

rt. It is good for the American peo-
‘ nd we are proud of the effort.

. BLILEY. Mr. Speaker, 1 yield 2
uusautes to the gentieman from Texas
[Mr. BARTON].
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{Mr. BARTON of Texas asked and
was given permission to revise and ex-
tend his remarks.)

Mr. BARTON of Texas. Mr. Speaker,
I thank the gentleman from Virginia
for ylelding me this time.

Mr. Speaker, most of us go through
life being blessed with good health for
ourselves and our loved ones, but as
Members of Congress, we have all been
literally begged by parents of sick chil-
dren and our very i1l adult patients
themselves to try to help them work
through the regulatory nightmare that
is the current FDA review process.

When the bill before us becomes law,
that nightmare will be no more. In-
stead of confrontation, we will have
consultation and cooperation between
the FDA, patient groups, researchers,
and manufacturers. Instead of needless
bureaucracy, we will have streamlined
procedures for bringing the most com-
prehensive new medical devices and
drugs to market as soon as is safely
possible.

In the medical device section of the
bill that the gentlewoman from Cali-
fornia [Ms. EsHOO] and I cosponsored
together in the House, we have a very
practical third-party review process,
we have a dispute resolution procedure
that will allow researchers and manu-
facturers to work out their differences
with the FDA reviewers; we have a re-
classification of the existing device
section that will let a lot of devices
that are now class 3 be class 1 or class
2. Very importantly, wé have an ex-
panded and reformed use for humani-
tarian medical devices that will bring
some of these experimental devices as
quickly as possible to the market.

I must thank the gentlewoman from
California {Ms. EsH00], who has just
been a one-man band in trying to force
compromise and get me to back down
when I really did not want to. She has
done excellent in that. The staff level,
in addition to the other staffers, 1
would like to thank Bill Bates of the
office of the gentlewoman from Califor-
nia [Ms. EsHOO], Alan Sloboddin of the
committee oversight staff, and Beth
Hall of my staff, who have all done yeo-
man’s work.

This is not & perfect bill, but it is a
great start. I am going to use the over-
sight chairmanship to oversee imple-
mentation, and I hope that we pass this
unanimously this evening. It is good
for the American public.

O 2015

Mr. DINGELL. Mr. Speaker, I yield 3
minutes to the gentleman from Califor-
nia [Mr. WAXMAN].

Mr. WAXMAN. Mr. Speaker, my con-
gratulations to the gentleman from
Virginia, Chairman BLILEY, and the
gentleman from Florida, Mr. BILIRAKIS,
and our Democratic leaders, the gen-
tleman from Michigan, Mr. DINGELL,
and the gentleman from Ohio, Mr.
SHERROD BROWN, for producing the
Food and Drug Administration Mod-
ernization Act, which marks the suc-
cessful end of a long 3-year process. 1
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do not agree with some of the provi-
sions in this bill, and I certainly would
have written it differently, but I do
support it today.

I have no difficulty in supporting this
legislation in large part because Chair-
man BLILEY developed a process where
all Members could participate, their
views could be heard, and compromises
could be reached. That kind of leader-
ship is harder than some might think,
because there is always pressure to be
partisan and to get what one side and
only one side wants. But if we are
going to ever pass legislation into law,
we have to recognize that it needs to be
done on a bipartisan basis, and we have
to have & process where we try to find
common ground.

I want to express my appreciation to
our chairman for his leadership. I do
have some reservations about the scope
of many of the provisions in this legis-
lation, particularly when it comes to
the off-label promotion of drug and de-
vices and third-party review of devices.
But I want to point out that these are

experimental provisions -with sunsets -

which will allow us to critically reex-
amine their public health con-
sequences.

I applaud very strongly the reauthor-
ization of the Prescription Drug User
Fee Act, which I was proud to have au-
thored. It has been very successful and
has allowed the FDA to speed the ap-
proval of drugs.

There are a number of other provi-
sions that we ought to take note of be-
cause they will directly beneflt many
patients. The requirement that drug
companies report on their fulfiliment
of postmarketing studies fills an im-
portant gap in ensuring that critical
information is reaching patients. The
clinical data base will create new op-
portunities for patients to have greater
access to comprehensive information
about experimental therapies® for seri-
ous and life-threatening diseases. It is
my expectation that companies will
work with the FDA in this enterprise
in the same cooperative spirit in which
it is enacted.

The pediatric drug provision com-
plements the FDA's recent regulations,
and provides targeted incentives to im-
prove the quality of health care for in-
fants and children. Although I had res-
ervations regarding the need to provide
additional market exclusivity follow-
ing the proposal of the regulations,
there may still be limited situations in
which this provision will encourage
new clinical research to establish the
safety and effectiveness of drugs for
children.

The provision requiring notice of dis-
continuance of the manufacture of life-
saving drugs will ensure that patients
receive time to find alternatives to
medicines which will no longer be
available. Instead of having to make
medically sensitive decisions in haste,
they will have 6 month’s notice of a
company'’s decision which could have
tremendous implications for thelr
health. Only a company with *“‘good
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cause’’ will be permitted to end dis-
tribution or manufacture of its drug
with less than 6 months notice, and in
that event, the FDA will be able to de-
termine the accuracy of this claim
through records and documentation.

The preemption of state laws regard-
ing over-the-counter drugs and cosmet-
ics has been resolved in an important
compromise, under which the FDA is
granted new enforcement authority
over OTC drugs, the states are not pre-
empted with respect to cosmetic safe-
ty, and preemption of cosmetic packag-
ing and labeling only occurs where the
FDA has taken action on specific and
narrow questions. Most importantly,
this provision does nothing to affect
California’s Proposition 65, an innova-
tive state initiative that has helped re-
duce Californians’ exposure to toxic
hazards

This bill is a far cry from the propos-
als first floated three years ago which
ran roughshod over consumer protec-
tions, supplanted our own product ap-
provals with those of other countries,
and weakened crucial statutory guar-
antees of safety, effectiveness and
quality. The reason for this striking
difference was the persistent skep-
ticism of American consumers, who un-
derstood that it is the FDA which en-
sures that our food is safe and our
medicines are safe and effective.

This was made clear by the Patients’
Coalition, which represents a hundred
patient and consumer organizations
and hundreds of thousands of patients.
For three years, the Coalition has vig-
orously opposed extreme and con-
troversial proposals for FDA deregula-
tion. Today, this bill will receive bipar-
tisan support because of the Coalition’s
unremitting vigilance and hard work in
defeating efforts: to weaken public
health protections through FDA ‘“re-
forms.”

Given the extraordinary success of
PDUFA, it makes sense for Congress to
apply user fees to other areas of FDA
jurisdiction, including medical devices.
Enacting such fees, modeled on author-
ized, additive user fees under PDUFA
and not upon the unauthorized ‘‘sham’’
fees frequently proposed by OMB,
would bring similar efficiencies to the
device approval process.

Regrettably, this legislation does not
do so. Instead, it enacts substantial
new burdens on the FDA and, in par-
ticular, the Center for Devices and Ra-
diological Health. I am deeply con-
cerned that unrealistic deadlines and
dozens of new mandates will slow the
tremendous progress that has been
made in speeding device approvals. It
remains to be seen whether we will in-
advertently divert limited staff, time
and resources from the FDA's most im-
portant business—ensuring that our
food supply is the safest in the world
and that drugs and devices are safe and
effective.

I want to recognize the important
work of the staffs on both sides of the
aisle in developing this legislation.
Without them it would have been im-
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possible for us. I want to compliment
as well those 1n the Senate who played
such an active role, and all of my col-
leagues who have played an important
role, in developing this legislation.

1 especially want to recognize the
dedication and hard work of Kay
Hoicombe, our Commerce Committee
staff, and the work of Howard Cohen,
Eric Berger and Rodger Currie, the Ma-
jority committee staff, on this legisla-
tion. I would also emphasize the tire-
less work by the professionals at the
FDA, including Bill Schultz, Peggy
Dostzell and Diane Thompson, and the
representatives of the Patients Coali-
tion, Scott Sanders, Michael Langen,
Maura Kealey and Tim Westmoreland.

I complement Chairman BLILEY and
Congressman DINGELL of the Commerce
Committee, and Chairman JEFFORDS
and Senator KENNEDY of the Senate
Labor and Human Resources Commit-
tee, for their hard work and join my
colleagues in supporting this impor-
tant legislation.

Mr. BLILEY. Mr. Speaker, I yileld
myself 15 seconds. -

Mr. Speaker, I just want. to thank the
very kind and generous remarks of the
gentleman from California {(Mr. WAX-
MAN]. I hope that not tog many of my
people down in Richmond were watch-
ing. It might have an adverse affect on
me in the next election. But again, I
thank him very much, and I have en-
joyed working with him.

Mr. Speaker, I yleld 3 minutes to the
gentleman from Pennsylvania [Mr.
GREENWOOD], whose work played a
great part in bringing this legislation
to us this evening.

Mr. GREENWOOD. I thank the chair-
man for yielding, Mr. Speaker, and I
thank him also for the opportunity to
chair this task force.

When Chairman BLILEY asked me to
chair the task force on the FDA re-
form, I did not know a whole lot about
the FDA, not more than most people
did, but I learned an awful lot. One of
the things that I learned is that we are
approaching what I think will be a
golden age of medicine. We are making

such incredible breakthroughs right

now in biotechnology and genetic engi-
neering, in pharmacology, in the devel-
opment of high-tech medical devices,
that I belleve that we are going to give
the next generation in the next cen-
tury, as well as many of us, opportuni-
ties to defeat diseases that have
plagued mankind for a very long time,
and be able to relieve people from their
suffering from these diseases.

But central to this promise is the
role of the Food and Drug Administra-
tion. The Food and Drug Administra-
tion exists for the very critical job of
making certain that all of these mir-
acle cures, all of these devices and
drugs, are both safe and effective.

The problem we discovered is that
the agency had become bureaucratic,
and the law that governs it had become
antiquated and was not keeping up
with this modern age of miracle cures.
We set about the role of seeing if we
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could make the FDA work more effi-
clently, bring these cures to those who
are suffering more rapidly, while still
maintaining the golden standard of
safety and efficacy.

I also learned of some very human
situations. I learned that I had a con-
stituent whose name is Shelbie
Oppenheimer. She is a hero to me. She
1s a 30-year-old woman who at the age
of 28 was running a day care center and
discovered that she had ALS, Lou
Gehrig's disease. It is a progressive,
fatal neuromuscular disorder that at-
tacks nerve cells and pathways in the
brain and spinal cord.

There 18 no cure for it, but there is a
new medication that can delay the
onset of the disease and slow its
progress. My constituent, Shelbie
Oppenheimer, and her husband, Jeff
Oppenheimer, desperately want her to
have access to this medication. Mr.
Speaker, it is my hope that this legis-
lation gives Shelbie Oppenheimer the
extra time and the extra hope that this
new medication will provide her.

I would like, Mr. Speaker, to dedicate
this bill to Shelbie Oppenheimer and to
all of the other Shelbie Oppenheimers
around the country who are waiting for
the Congress to reengineer the FDA so
that it can approve these new miracle
cures for them more rapidly.

I am also pleased that the legislation
that I had introduced separately, the
better pharmaceuticals for children
bill, has been incorporated into this re-
form package, so we can bring the mir-
acles of modern medicine not only to
adults, but to the children who up until
this time were not the subject of trials.

I would like to thank all of my col-
leagues and the chairman, the gen-
tleman from North Carolina [Mr.
BURR], the gentleman from Texas. [Mr.
BARTON], the gentieman from Wiscon-
sin (Mr. KLUG], and the gentleman
from Kentucky [Mr. WHITFIELD], for
their assistance, and certainly echo the
comments of those who have praised
our very, very able staff.

Mr. DINGELL. Mr. Speaker, I yield 3
minutes to the distinguished gen-
tleman from New Jersey (Mr.
PALLONE].

Mr. PALLONE. Mr. Speaker, the con-
ference report before us has been the
product of hard work, tough negotia-
tions, and true bipartisanship. The re-
sult is a well-crafted bill that will re-
authorize the Prescription Drug User
Fee Act, and enact common-sense Food
and Drug Administration reform.

I want to congratulate the chairman
and the ranking member and the pro-
fessional staff of the committee on
both sides of the aisle, particularly
Kay Holcombe, for their work on this
very successful piece of legislation.

Pursuant to the bill, patients will
have access to safe new drugs, treat-
ment, and equipment faster than be-
fore; businesses will be able to save
their customers money without sac-
rificing safety; and the FDA will be
able to focus more time and money on
regulating medical treatments instead
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of pushing paper. I think it is a win for
everyone.

Mr. Speaker, I just wanted to men-
“ion a few provisions of the bill that I

- particularly concerned with, con-
. 1ing the drug provisions. I am par-
darly pleased with the inclusion of
a bipartisan amendment that would
provide for notification when a com-
pany terminates a product which could
cause severe harm to 2 patient because
of its discontinuance.

To allay industry concerns, I ask
that there would be included in the bill
a good cause waiver that allows the
FDA to waive the time requirement. I
understand that the provigsicn has been
slightly modified in conference in that
companies have to certify to the FDA
that these good cause walver require-

ments are met. This provision still rep- -

resents good citizenship by the .sole-
manufacturers of medical products,
and I believe that the conference report
compromise is a good one.

In addition, two amendments con-
cerning mercury were incorporated
into this bill. One of them requires the
FDA to restudy the impact of a form of
organic mercury in nasal sprays on the
brain, and the second provision pro-
vides for a study that would examine
the sale of mercury as a drug or for
other home use. These are both good
government provisions. I appreciate
the work of the committee for incilud-
ing them in the conference report.

On the device side, I wanted to con-
gratulate the gentlewoman from Cali-

ia [Ms. ESHOO) and the gentleman

1 Texas [Mr. BARTON] for their abil-

to find common ground with the

r DA and the industry on many issues.

While third-party review may not be

the panacea, freeing up the FDA’s lim-

ited resources to review and approve

high-risk devices is the next best thing,

especially without greater resources
being devoted to the FDA directly.

Finally, I am very pleased that lan-
guage was included, the House lan-
guage, to ensure that this legislation
does not hinder the FDA’s authority to
reduce teen smoking. We are going to
be dealing with the issue of teen smok-
ing and tobacco in general in the com-
mittee. I know we are going to start
having hearings on it next week. I
think it was important and sound pol-
icy that this provision be included.

I just want to urge adoption of this
conference report. I know that the
committee and the staff and all have
worked very hard on this. I think it is
a very successful bill that will be
passed into law and signed by the
President.

Mr. BLILEY. Mr. Speaker, I yield 1
minute to the gentleman from Florida
{Mr. STEARNS], a member of the com-
mittee.

(Mr. STEARNS asked and was given
permission to revise and extend his re-
marks.)

~. STEARNS. Mr. Speaker, I am
‘ to support the FDA reform bill,
¢o compliment the chairman and
twuging member, and, of course, the
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subcommittee chairman, the gen-
tleman from Florida [Mr. BILIRAKIS],
who 18 a colleague. But I am dis-
appointed that this legislation lacks a
provision preventing the FDA from
going forward with its proposed plen to
ban certain metered-dose inhalers.

I have introduced legislation, and
myself and other colleagues have
worked hard to try and lobby the con-
ference. We were not successful. The
FDA is proposing to ban metered-dose
inhalers containing chlorofluoro-
carbons sooner than America agreed to
in the Montreal Protocol. I am going to
reach aut to both sides to see if we can
pass a standing piece of legislation, be-
cause CFC damage is there, it hurts the
ozone layer, but, frankly, we need to
phase it out and not move abruptly.

The Federal Government allows the
use of CFCs for bear repellant and wasp
and hornet sprays, yet the FDA wants
to take away medicines for metered-
dose inhalers because they have CFCs.
Are killing bugs and chasing away
bears really more important than the
health of our children? I do not think
so. Next session, Mr. Speaker, let us
keep the FDA from banning these in-
halers until safe and effective alter-
natives are developed.

Mr. DINGELL. Mr. Speaker, 1 yield 2
minutes to the distinguished gen-
tleman from Rhode Island [Mr. KEN-
NEDY]).

(Mr. KENNEDY of Rhode Island
asked and was given permission to re-
vise and extend his remarks.)

Mr. KENNEDY of Rhode Island. Mr.
Speaker, I thank my colleagues who
have been speaking out on this issue,
most notably the gentleman from Flor-
ida, Mr. CLIFF STEARNS, who just
spoke. Asthma kills roughly 5,000 peo-
ple every year. There are over 30 mil-
lion Americans who depend on those
metered-dose inhalers, such as the one
I have in my pocket, in order to relieve
themselves of the terror of being
gripped with asthma.

What the FDA has proposed is they
have proposed phasing out these me-
tered-dose inhalers because of their
CFC content. CFC content in metered-
dose inhalers contributes less than 1
percent of the chiorofluorocarbons.in
the atmosphere, yet the FDA would
like us to believe that by banning these
inhalers, we will get about complying
with the Montreal Protocol and achiev-
ing a reduction in chlorofluorocarbons.

As my colleague, the gentleman from
Florida, Mr. CLIFF STEARNS, said, this
is all while the EPA has yet to ban re-
frigeration and air conditioning, which
contributes 58,000 tons of CFC’s, things
such as solvent applications, red pepper
bear repellant, lubricant coatings, and
foamn blown with CFC’s used in coaxial
cables.

The point I am going to make is we
are going after less than 1 percent of
the CFC’s in the atmosphere by ban-
ning these metered-dose inhalers when
we have not taken into full account the
public health impact on asthmatics all
across the country who depend on

these metered-dose inhalers in order to
relleve them from their asthma.

I can tell the Members, I have four
different inhalers. I think there is only
one of them that has & non-CFC compo-
nent. We should not be rushing to ban
these inhalers without fully testing
and evaluating the impact of those
non-CFC inhalers, s0 we do not ad-
versely impact the public health of our
people.

I want to thank the gentleman from
Michigan (Mr. DINGELL] and the gen-
tleman from Virginia, Chairman BLI-
LEY, for agreeing to & bill that will ad-
dress this issue in the upcoming year.

« Mr. BLILEY. Mr. Speaker, 1 yleld 1
minute to the gentleman from Ken-
tucky {(Mr. WHITFIELD).

(Mr. WHITFIELD asked and was
given permission to revise and extend
his remarks.)

Mr. WHITFIELD. Mr. Speaker, I
thank the gentleman for yielding time
to me. I want to give special thanks to
the gentleman from Virginia {Mr. BLi-
LEY] and the gentleman from Michigan
[Mr. DINGELL] for the leadership they
have provided. I rise in strong support
of this conference report of FDA re-
form legislation as it relates to medi-
cal devices, prescription drugs, and
food. .

0 2030

The food provisions of the final ver-
sion of this bill reflect closely the hard
work of the House in addressing the
need for fine-tuning the Nutrition La-
beling and Education Act of 1990. Clear-
ly, much more needs to be done before
we can assert that our Nation's food
laws have been completely reformed.
However, this is a responsible down
payment of food reform that we can ex-
pect to benefit public health.

1 want to commend those Members
and staff on both sides of the aisle who
worked so diligently as we were suc-
cessful in passing this legislation over-
whelmingly. I would urge all Members
of the House to support this conference
report.

Mr. BLILEY. Mr. Speaker, 1 yield 1
minute to the gentleman from Penn-
sylvania {Mr. FoX].

Mr. FOX of Pennsylvania. Mr. Speak-
er, the gentleman from Virginia [Mr.
BLILEY), the chairman, and the gen-
tleman from Michigan [Mr. DINGELL],
the ranking member, should be very
proud of this legislation.

FDA reform is certainly one of the
most important pieces of legisiation to
pass in this session. I know from testi-
mony in my own home county, Mont-
gomery, Pennsylvania, we had hearings
regarding the fact that many people
waliting for a cure, a vaccine, whether
they have ALS, or cancer, or AIDS or
epilepsy, up until now, it took $5 mil-
lion and 15 years for many of our drug
companies to get approval from FDA.

This legislation will hasten the avalil-
able market for miracle cures going
from lab 40 the patient without bu-
reaucratic delay. It will speed up that
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approval time Independent agencies
will be able to do the testing. This will
be a lifesaving procedure because of
this legislation’s adoption.

I also want to thank the gentleman
from Florida [Mr. BILIRAKIS], the gen-
tleman from North Carolina [Mr.
BURR], the gentleman from Pennsylva-
nia [Mr. GREENWOOD], and the gen-
tleman from Texas {Mr. BARTON] for all
of their leadership on this issue, be-
cause Americans, in a bipartisan fash-
1on, want to have the drugs that are
available for them to live longer and to
live better. And the same applies, of
course, to medical devices and bio-
logics. I appreciate the support of
every Member of this entire House to
support this FDA reform.

Mr. BLILEY. Mr. Speaker, I yield 1
minute to the gentleman from Califor-
nia [Mr. BILBRAY], a member of the
committee.

Mr. BILBRAY. Mr. Speaker, I have
the privilege of representing the 49th
District of the State of California, San
Diego, which has one of the largest
concentrations of pharmaceutical com-
panies in the world, but also has more
biotech industries in the area than
anywhere else in the world, including a
combination of Britain and Japan com-
bined.

Mr. Speaker, 1 like this bill, and I
think my constituents will appreciate
this bill, not because of those indus-
tries, but because of what it does for
consumers.

The fact is, Mr. Speaker, there are
two ways of hurting a patient. One is
to give them inappropriate treatment.
But the other, and sadly all too com-
mon way of hurting a patient, is not to
provide appropriate treatment and to
deny that appropriate treatment to
people who are ill.

One of the problems we have had in
the past is that there have been medi-
cation and treatment that have been
denied the American consumer that
have been available all over the world.

This bill is a progressive, well balanced .

bill that will finally now improve the
situation to allow the American
consumer to have what they need des-
perately: safe, effective drugs, as soon
as possible. I appreciate the support for
the bill.

Mr. DINGELL. Mr. Speaker, I yield
myself the balance of my time.

Mr. Speaker, I think we are witness-
ing an extraordinary event in this Con-
gress and., indeed, almost in any Con-
gress. In the closing days of the ses-
sion, with the usual tensions and mis-
chief that exist, we are finding great
enthusiasm on a very fine piece of leg-
islation which started out rather under
a dark star and which, through some
remarkable cooperation, has come to
the point where we have not only
agreement but firm agreement on a
good bill, something which is going to
help manufacturers, help the economy,
to help the consumers and patients. It
is going to help the medical profession,
it is going to make Americans safer,
and it is going it see to it that good
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drugs. safe and efficacious, come more
quickly to the marketplace.

It :s also going to see to 1t that the
other responsibilities of the Food and
Drug Administration are conducted in
a more efficient and speedy fashion. It
shows what real bipartisanship can do
when Members of Congress on both
sides of the aisle get together and when
there can be the kind of cooperation
and goodwill there was in the conduct
of this particular negotiation.

The result 18 a fine piece of legisla-
tion, one which will benefit the coun-
try, one which will benefit the indus-
try, one which will make for better
government, and one which will do
something else, and that is to protect
the consumer and see to it that we get
to the American people the best drugs
in the fastest and safest and the most
assured fashion. I urge my colleagues
to support the bill.

I want to commend my colleague, the
gentleman from Virginia (Mr. BLILEY],
for his fine leadership in this matter.

And I want to express my personal"

thanks and that of the Members on
this side of the aisle to Kay Holcombe
for the superb job that she has done in
preparing this piece of legislation for
consideration today. I also am grateful
to Secretary Shalala, Dr. Friedman,
and the excellent FDA staff for their
assistance.

Mr. Speaker, I yield back the balance
of my time.

Mr. BLILEY. Mr. Speaker, I thank
the gentleman from Michigan {Mr. DIN-
GELL]) for his kind words. Without his
help, we would not be here.

Mr. Speaker, I yield the balance of
our time to the gentleman from lowa
[Mr. GANSKE].

Mr. GANSKE. Mr. Speaker, my con-
gratulations to all who have been in-
volved with this bill. i

As a physician, I am very proud to be
in favor of this bill. Thia bill will help
bring new and better drugs and medical
devices to the market. It will also help
older drugs be better used. There are
many off-label uses of older drugs that
are beneficial to our constituents, like
aspirin to prevent heart attacks; 80 to
90 percent of cancer treatment is off-
label. In fact, for some diseases, off-
label treatment is a standard of care.

Section 7 of H.R. 1411 improves to
help public health by increasing the
amount of accurate, balanced, sci-
entific information that is available to
physicians and other health care pro-
fessionals. This has been an important
compromise between the administra-
tion, the FDA, and a bipartisan Con-
gress.

Secretary Shalala said the language
that we have agreed to will give the
FDA the opportunity to review new in-
formation in advance of its dissemina-
tion to ensure that it is accurate and
balanced. This provision is supported
by the AMA, the American Cancer So-
ciety, the National Multiple Sclerosis
Society, and many other groups who
know that greater dissemination of sci-
entific information means better care
for patients.
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Please vote for this bill.

Mr. WHITFIELD Mr  Speaxer, thanks are
owed to several Members for therr leading roie
in the deveiopment of tne food provisions of
this bill. Speciai thanks must be given to
Chawrman BULEY, ranking minonty member
DINGELL, as well as Messrs. TOWNS, HaLL,
GANKSE, and of course, the author of the food
reform legisiation i the last Congress, Mr.
KLUG. Praise s also due 'o the exceptional
work of committee counsel, Enc Berger, as
well as James Derdenan and to staff of mem-
bers of the committee including Tim Taylor of
my staff, Brenda Pillors, Grace Warren, and
Jon Traub. Special note should be made of
the work of Kay Holcombe, who has served
the Commerce Committee and Public Health
as a whole with extraordinary professionalism
of many years. .

The food provision of the final version of this
bill reflects closely the hard work of the House
in addressing the need for fine tuning of The
Nutrition Labeling and Education Act of 1990
[NLEA]}. Clearty, much more needs to be done
before we can assert that our Nation's food
law has been reformed. However, this is a re-
sponsible down payment of food reform that
we may reasonably expect to benefit public
health.

A compelling problem that is addressed by
this legislation i1s the Food and Drug Adminis-
tration blocking truthful, nonmisleading infor-
mation from American consumers. As a matter
of public health, this has prevented, either by
prohibition or excessive delay, consumers
from receiving important information about the
nutritional content or heaith benefits of vanous
foods. This problem also takes the form of an
abridgement of the first amendment rights of
persons who seek to make truthful, nonmis-
leading statements about a food. FDA has an
absolute duty to act within statutory time
frames for action on petitions for claims. The
failure to do so would constitute a violation of
first amendment rights of petitioners. Particu-
larly given the vuinerability of petitioners to re-
taliation from the FDA, the courts are urged to
be expansive in issues of standing in suits re-
garding failure by the agency to take timely
action.

Specifically, the conferees have brought
forth a bili that addresses these issues by pro-
viding a maximum review time for final action
on petitions for claims, including a requirement
that the Secretary report on any instances
where final action is not taken within the 540
day review period so that the committees of
jurisdiction may be promptly informed of a
breakdown in the regulatory scheme. Aiso,
special streamiined review mechanisms are
provided for heaith or content ciaims that are
based on the conclusions of authontative sci-
entific bodies, such as the National Academy
of Sciences. The Secretary is granted author-
ity to make proposed ruies effective imme-
diately as an exceptional tool to assure that
the FDA's duty to pre-approve claims can be
met without delay that undermines the regu-
latory scheme or threatens the first amend-
ment right ot petitioners. Unnecessary require-
ments regarding referral statements that ac-
company certain nutnent content claims have
been eliminated under the bill. And, in a mat-
ter where both food safety and first amend-
ment nghts have been jeopardized by heavy
handed regulatory requirements, an important
provision of the bill addresses the labeling of
foods treated by iradiation.
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To mplement the wrradiation amendment,
FDA 1s to expeditiously conduct a rulemaking
to revise its current irradiation disclosure re-
quirement. The current requirements of the
ule, a “Treated with Radiation” or “Treated by

Tdiation”  statement, accompanied by the

mational radura symbol, make clear that

process has been used. However, it s
equally clear that this requirement has had the
perverse ettect of discouraging many consum-
ers from purchasing food that has been made
safer by this process. The conferees are con-
cerned that the current disciosure requirement
may be perceived as a warming and that it
may raise common but inappropriate anxieties
about radiation technologies. FDA should use
the new rulemaking to assure that disclosures
are only required as necessary to inform con-
sumers of a matenal fact regarding the food.
FDA's 1986 preamble to tts final rule regarding
irradiation disclosure well explained the gen-
eral rule regarding disclosure of material facts
and how that rule relates to food that has
been irradiated:

In this case..the standard for misbranding
under sections 403(a) and 201(n) of the act is
whether the changes brought about by the
safe use of irradiation are material facts in
light of the representations made, including
the fallure to reveal material facts, about
such foods. Irradiation may not change the
food visually s0 that in the absence of a
statement that a food has been irradiated,
the implied representation to consumers is
that the food has not been processed.

The Agency recognizes, however, that the
irradiation of one ingredient in a multiple
ingredient food is a different situation, be-
cause such a food has obvicusly been proc-
essed. Consumers would not expect it to
look, smell, or taste the same as fresh or un-

cessed food, or have the same holding

1tles. Therefore, FDA advises that the

! labeling requirement applies only to

. that has been irradiated when that food

nas been sold as such (first generation food),

not to food that contains an irradiated ingre-

dlent (second generation food) but that has
not itself been irradiated.

Thus, FDA determined that disclosure s re-
quired to convey to consumers the material
tact that the food is not fresh or unprocessed.
Given the fresh appearance of food treated by
rradiation, FDA determined that the omission
of such a disclosure would cause a false or
misleading presentation of the food. FDA has
authonty m this regard only to prevent faise or
misleading presentation of the food. FDA
would exceed its authority if it were to prohibit
a truthiul, nonmisleading presentation of the
food. in any situations where FDA determines
that an radiation disclosure remawins nec-
essary, it 1s obliged to achieve that objective
in a minmmally burdensome manner. Disclo-
sure statements may only be required where
presentation of the food would be false or mis-
leading absent a disclosure statement. State-
ments different from the current disclosure re-
quirement would sutfice if they inform consum-
ers of the matenial fact that 1s basis tor the dis-
closure requirement. FDA s obliged to permit
disclosure of the matenal fact through any
statements that are not false or misleading.
Moreover, the conferees expect FDA to take
pains to assure that where disciosure Is ap-
propriately required, such required statements
nat give nse to consumer confusion that could

* use of this pathogen reducing tech-
. ". It would be unacceptable tor FDA to

a disclosure reaurrement that may

\
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cause consumer confusion with the excuse
that the confusion may be corrected by a
proper consumer education program. On fts
face, such an approach creates burdens that
inhibit the use of this technology and, as a
consequence, food safety.

The conferees strongly support the
consumer right to know. The act contemplates
that nght bewing addressed through a vast
array of truthful, nonmisieading voluntary label
statements, as well as required disclosure of
matena! facts that are not obvious in the pres-
entation of a food. With respect to food that
has been irradiated, this legislation does not
iimit FDA's existing authority to require discio-
sure nor does it forbid use of the intemational
radura symbol as one of the means of making
such a disclosure. The conferees expect FDA
to continue to require necessary disclosures to
prevent consumers from being misied about
any material fact about a food.

Also in the area of labeiing, | am dis-
appointed to note that the Senate conferees
would not accept the elimination of antiquated
and bizarre prowvisions of the Food, Drug and
Cosmetic Act that apply only to margarine. ft
is a sad measure of our food regulatory sys-
tam when industries seek competitive advan-
tage over one another through the imposition
and maintenance of absurdly burdensome re-
quirements such as these.

| am pieased to report that the conferees
have agreed to direction for FDA to take final
action within 60 days on the petition to permit
the irradiation of beef. This petition has been
pending in FDA for over 3 years, despite the
requirement that FDA act on such petitions
within 6 months. Also, the bill includes reforms
in the review of food iabeling packaging mate-
rials that shouid assist FDA in expediting ap-
propriate approval of both these materials and,
through greater efficiency of operation, all food
additive petitions.

| urge my colleagues to vote for the con-
ference report so that we may make this down
payment on food law reform.

Mr. TOWNS. Mr. Chairman, | join my col-
leagues in applauding the scheduling of the
conference report on S. 830, legislation to re-
form the Food and Drug Administration, prior
to our adjournment of the 1st session of the
105th Congress. This bill is the culmination of
2 years of hard bipartisan work by the Com-
merce Committee to modernize procedures
that the Food and Drug Administration uses to
approve drugs, devices and food products.
Once again, Mr. Chairman, the Commerce
Committee under the abie leadership of our
chairman, Mr. BULEY, and our ranking mem-
ber, Mr. DINGELL, have demonstrated that we
have the ability to develop comprehensive leg-
islative responses to critical public policy ques-
tions. | aiso want to especially acknowledge
the efforts of our subcommittee chairman, Mr.
BiuRAKIS and our ranking subcommittee mem-
ber, Mr. BROWN, for the willingness to guide
the deliberations on this bill In a bipartisan
fashion.

Without the modernizing steps that have
been incorporated in this legisiation today, the
FDA would continue to be seen as a barrier to
new nnovative therapies and products. The
bill before us today represents a careful bail-
ance between a new, streamhned process and
consumer protections agamst harmiul prod-
ucts. These mnnovations in the way the FDA
will do business from now on makes the ap-
proval of drugs and devices a more predict-
able process.

! T T Twnae T =T
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Finally, Mr. Charrman, | am most pleased
about the provisions i this bill which relate to
food products. | had the wonderful expenience
of working closely on these 1ssues In a bipart-
san fashion with the gentleman from Kentucky
{Mr. WHITRIELD), the gentleman from Wiscon-
sin [Mr. KLUG], the gentieman from Pennsyiva-
nia {Mr. GREENWOOD], and the gentieman from
Texas (Mr. Halll. Whie some argued that
food reforms were too controversial to include
wn thes bill, my colleagues and | never stopped
believing that we couid craft reasonable and
meaningful food reforms that would be accept-
able to the industry, FDA, and consumers
alike. With the able assistance of our commit-
tee counsels on both sides of the aisle, Enc
Berger and Kay Holcombe, the measure incor-
porated in S. 830 accomplish this goal. The
food issues in this bill build on the success of
the Nutrition Labeling and Education Act and
they represent a modest downpayment on
more significant food law reforms, including
the guestion of national uniformity.

Mr. Chairman, | join my colleagues from the
Commerce Committee in urging the immediate
passage of this legisiation.

Mr. RAMSTAD. Mr. Speaker, | rise in strong
support of the Conference Report on com-
prehensive legislation to reform the Food and
Drug Administration {FDA}. And | thank Chair-
man BULEY and the others who worked so
hard to bring this important Conference Report
to the fioor for passage before Congress ad-
joums for the year.

Reforming the FDA's approval process has
been a major goal of mine since | first came
to Congress in 1991. in fact, in an effort to
educate House members about the need for
reform for medical devices, Representative
Tim Valentine and | founded the bmpartisan
House Medical Technology Caucus, which {
now chair with Representative ANNA ESHOO.

As we all know, it now takes 15 years and
$350 million to get the average new drug from
the laboratory to the patient. The average time
for the FDA to approve a medical device has
increased from 415 days in 1990 to 773 in
1995-—even though the FDA is curmently re-
quired by law to take no longer than 180 days
to approve naw devices.

This is precisely why | became an original
cosponsor of the medical device section of
this reform package. The medical device pro-
visions will save lives, improve health and cre-
ate jobs in the United States by getting medi-
cal devices to market faster.

« | also strongly support the sections in the
bill to reauthorize the Prescription Drug User
Fee Act [PDUFA] and reform the approval
process for pharmaceuticals and animal drugs.

Mr. Speaker, these reforms passed today
will force the FDA to get nts act together so
lite-saving devices and drugs will get to people
who need them as expeditiously and safely as
possibie.

The heatlth care consumers, medical device
and pharmaceutical companies of Amenca de-
serve nothing less!

The SPEAKER pro tempore. The
question 18 on the motion offered by
the gentleman from Virginia (Mr. BLI-
LEY] that the House suspend the rules
and agree to the conference report on
S. 830.

The question was taken: and (two-
thirds having voted in favor thereof)
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the rules were suspended and the con-
ference report was agreed to.

A motion to reconsider was laid on
the table.

SENSE OF HOUSE IN SUPPORT OF
FREE AND FAIR REFERENDUM
ON SELF-DETERMINATION FOR
PEOPLE OF WESTERN SAHARA

Mr. ROYCE. Mr. Speaker, I move to
suspend the rules and agree to the reso-
lution (H. Res. 245) expressing the sense
of the House of Representatives in sup-
port of a free and fair referendum on
self-determination for the people of
Western Sahara, as amended.

The Clerk read as follows:

H. RES. 245

Whereas United Nations Secretary General
Kofl Annan appointed former United States
Secretary of State James Baker III as his
Personal Envoy for Western Sahara to end
the prevailing referendum stalemate;

Whereas talks between the Kingdom of Mo-
rocco and the Front for the Liberation of
Saguia el Hamra and Rio de Oro (also known
as the Polisario Front) mediated by Mr.
Baker have achleved agreement on ways to
ond the referendum stalemate;

Whereas the end of the stalemate over the
Western Sahara referendum would allow for
the release of civilian political prisoners and
prisoners of war held by Morocco and the
Polisario Front; and

Whereas the United States supports the
holding of a free, fair, and transparent ref-
erendum on self-determination for the people
of Western Sabara: Now, therefore, be it

Resolved, That the House of Representa-
tives—

(1) expresses its full support to former
United States Secretary of State James
Balker III In his mission as Personal Envoy of
the United Natlons Secretary General for the
Western Sahara.,;

(2) expresses its support for a referendum
on self-determination for the people of West-
ern Sahara that should meet the following
criteria:

(A) free, fair, and transparent and heid in
the presence of international and domestic
observers and international media without
administrative or military pressure or inter-
{erence;

(B) only genuine Sahrawis, as identified in
the method agreed to by both sides, will take
part in the referendum voting; and

(C) the result, once certified by the United
Nations, is accepted by both sides;

(3) encourages the release of civilian politi-
cal prisoners and prisoners of war held by
Morocco and the Polisario Front at the earli-
est possible date; and

(4) requests the administration to fully
support former United States Secretary of
State James Baker IIT {n his mission of orga-
nizing a free, fair, and transparent referen-
dum on self-determination for the people of
Western Sahara without military or admin-
{strative constraints.

The SPEAKER pro tempore. Pursu-
ant to the rule, the gentleman from
California (Mr. ROYCE]} and the gen-
tleman from Califorma {Mr.
MENENDEZ] each will control 20 min-
utes. N

The Chair recognizes the gentleman
from California (Mr. ROYCE].

GENERAL LEAVE

Mr. ROYCE. Mr. Speaker, I ask unan-
imous consent that all Members may
have 5 legislative days within which to
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revise and extend their remarks on this
measure.

The SPEAKER pro tempore. Is there
objection to the request of the gen-
tleman from California?

There was no objection.

Mr. ROYCE. Mr. Speaker, I yield my-
self such time as I may consume.

This resolution expresses the support
of the House of Representatives for the
so-far successful negotiations between
the Kingdom of Morocco and the
Polisario Front, who have made the
tough decision to peacefully work out
their differences on the conduct of a
referendum on self-determination for
Western Sahara. The negotiations have
been guided by former Secretary of
State James Baker, now serving as the
Special Envoy of the U.N. Secretary
General for Western Sahara.

Secretary Baker’s diplomacy have
broken a 6-year stalemate on referen-
dum negotiations. While no date has
been set for balloting, we appear to be
closer to fair and free referendum for
Western Sahara than at any time in
the last two decades. This conflict,
which has often seemed intractable,
has not received the attention it de-
gserves. This is now changing with Sec-
retary Baker’'s engagement, as well as
with the attention that Congress is
now paying to this issue.

This resolution not only praises the
efforts of Secretary Baker but it puts
the House on record as supporting a
free, fair, and transparent referendum.
At this sensitive point in the process,
such a nonpartisan expression of sup-
port is valuable. Mr. Baker said in a
Washington news conference last week
that this resolytion provides a much
needed boost to a referendum process
he referred to as the ‘‘last opportunity
for peace’ in Western Sahara.

Years of fighting between Morocco,
the Polisario Front, and Mauritania
have claimed thousands of lives and
created hundreds of thousands of refu-
gees. The equitable ending of this con-
flict {s important to the United States.
Morocco is a longstanding American
ally, and continued turmoil in the re-
glon is contrary to United States inter-
ests.

The breakthrough achieved by Sec-
retary Baker is important. That is why
we need to take proper notice of it. It
is time to show all parties that the
United States is watching and cares. I
urge my colleagues to support this bal-
anced resolution as a sign of congres-
sional support for the significant ad-
vance that has taken place toward re-
solving this longstanding conflict.

Mr. Speaker, I reserve the balance of
my time.

Mr. MENENDEZ. Mr. Speaker, I yield
myself such time as I may consume.

(Mr. MENENDEZ asked and was
given permission to revise and extend
his remarks.)

Mr. MENENDEZ. Mr. Speaker, I rise
{in strong support of House Resolution
245, expressing the sense of the House
in support of a free and fair referendum
on self-determination for the people of
Western Sahara.

H10539

Mr. Speaker. I think we owe a great
deal of gratitude to former Secretary
of State James Baker for his service as
Special Envoy. Clearly, it was his
intervention which brought an end to
the referendum impasse and which has
allowed for an opportunity for peace in
the region.

For too long, the situation in the
Western Sahara has been left unre-
solved, and for too long it has caused
tension in the region and within the
African continent. It is crucial at this
juncture that the U.S. Government and
the Congress put their weight behind
the plan negotiated by former Sec-
retary Baker. There is only a small
window of opportunity to implement
the agreement., which itself remains
quite fragile. If we bypass this oppor-
tunity by our inattention or if we
allow either side to renege on the com-
mitments made in Houston, we will be .
responsible for foregoing an oppor-
tunity for long-term peace in the re-
gion. That is not a cost we can afford,
and it is a small price to pay for peace
and democracy.

The Houston plan has at long last
found a resolution which is acceptable
to both the Moroccan Government and
the Polisario Front. The referendum,
which will be held next December, will
grant the Sahrawi people their long-
awaited right to self-determination,
the same right enjoyed by free people
throughout the world.

Sahrawi President Abdelaziz has
given his word that he will stand by
and respect the people's decision re-
gardless of the outcome as long as the
referendum is free and fair and allows
only Sahrawis to vote. The Sahrawi
people have been left in limbo due to
political considerations rather than
any really legal dispute.

In 1975, the International Court of
Justice declared that there is no estab-
lishment of any legal ties of territorial
sovereignty between the territory of
Western Sahara and the Kingdom of
Morocco. Now the Sahrawi people will
have the opportunity to decide for
themselves their political future, be it
independence or incorporation into Mo-
rocco. It is their choice.

I want to thank the gentleman from
California [(Mr. RoYCE] for his leader-
ship in bringing the resolution before
the House and for sponsoring it. I am
proud to be an original cosponsor. And
I also want to again congratulate
former Secretary Baker for his tremen-
dous efforts. He has been and we expect
will continue to be crucial to the suc-
cess of this uitimate endeavor.

Mr. Speaker, I reserve the balance of
my time.

O 2045

Mr. ROYCE. Mr. Speaker, I yield 2
minutes to the gentleman from New
York {Mr. GILMAN], the distinguished
chairman of the Committee on Inter-
national Relations.

(Mr. GILMAN asked and was given
permission to revise and extend his re-
marks.) -



H10452

state veterans' cemeteries funded under the
grant program. This provision would author-
ize the Secretary to grant up to 100 percent
of the cost of improvements to the land to be
purchased and up to 100 percent of the initial
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equipment costs. For existing cemeteries,
the Secretary would be authorized to grant
up to 100 percent of the cost of the improve-
ments made to any additional land pur-

chased for expansion or 100 percent of the

November 9, 1997
cost of improvements to existing cemetery
land.

Compromise agreement

The compromise bill contains no provision
relating this subject.

NOTICE

Incomplete record of House proceedings. Except for concluding business which follows,
today’s House proceedings will be continued in the next issue of the Record.

CONFERENCE REPORT ON S. 830,
FOOD AND DRUG ADMINISTRA-
TION MODERNIZATION ACT OF
1997

Mr. BLILEY submitted the following
conference report and statement on the
Senate bill (S. 830) to amend the Fed-
eral Food, Drug, and Cosmetic Act and
the Public Health Service Act to im-
prove the regulation of food, drugs, de-
vices, and biological products and for
other purposes:

CONFERENCE REPORT (H. REPT. 105-399)

The Committee of conference on the dis-
agreeing votes of the two Houses on the
amendments of the House to the bill (8. 830)
to amend the Federal Food, Drug, and Cos-
metic Act and the Public Health Service Act
to improve the regulation of food, drugs, de-
vices, and biological products, and for other
purposes, having met, after full and free con-
ference, have agreed to recommend and do
recommend to their respective Houses as fol-
lows:

That the Senate recede from its disagree-
ment to the amendment. of the House to the
text of the bill and agree to the same with an
amendment as follows:

In lieu of the matter proposed to be in-
serted by the House amendment, insert the
following:

SECTION 1. SHORT TITLE; REFERENCES; TABLE
OF CONTENTS.

(a) SHORT TITLE.—This Act may be cited as
the *‘Food and Drug Administration Moderniza-
tion Act of 1997,

(b) REFERENCES.—Ezcept as otherwise speci-
fied, whenever 1n this Act an amendment or re-
peal is expressed in terms of an amendment to or
a repeal of a section or other provision, the ref-
erence shall be considered to be made to that
section or other proviswon of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.).

(c) TABLE OF CONTENTS.—The table of con-
tents for this Act s as follows:

Sec. 1. Short title; references; table of contents.

Sec. 2. Definitions.

TITLE I—-IMPROVING REGULATION OF
DRUGS
Subtitle A— Fees Relating to Drugs

Sec. 101. Findings.

Sec. 102. Definitions.

. 103. Authornity to assess and use drug fees.

. M. Annual reports.

. 105. Savings.

. 106. Effective date.

. 107. Terrunation of effectiveness.

Subtitle B—Other Improvements

111. Pediatric studies of drugs.

112. Ezpediting study and approval of fast

track drugs.

113. Information program on clinical tnals
for serious or life-threateming dis-
eases.

Health care economic information.

Clinical tnvestigations.

Manufacturing changes for drugs.

Streamlining  clinical research on
drugs.

Sec.
Sec.

Sec.

114.
115.
116,
117.

Sec.
Sec.
Sec.
Sec.

Sec. 118. Data requirements for drugs and bio-
logics.

Content and review of applications.

Scientific advisory panels.

Positron emission tormography.

Regquirements
radiopharmaceuticals.

Modernization of regulation.

Pilot and small scale manufacture.

Insulin and antibiotics.

Elimination of certain labeling re-
quirements.

Application of Federal law to practice
of pharmacy compounding.

Reauthorization of clinical pharmacol-
ogy program.

129. Regulations for sunscreen products.

130. Reports of postmarketing approval

studtes.

131. Notification of discontinuance of a li/e

saving product.

TITLE IF—IMPROVING REGULATION OF

DEVICES

Investigational device exemptions.

Special review for certain devices.

Erpanding humanitarnian use of de-
vices.

Device standards.

Scope of review; collaborative deter-
minations of device data require-
ments.

Premarket notification.

Evaluation of automatic class I11 des-
ignation.

Classification panels.

Certatnty of review timeframes; col-
laborative review process.

Accreditation of persons for review of
premarket notification reports.

Device tracking.

Postmarket surveillance.

Reports.

Practice of medicine.

Noninvasive blood glucose meter.

Use of data relating to premarket ap-
proval; product development pro-
tocol.

Clarification of the number of required
chinical nvestigations for ap-
proval.

TITLE III—IMPROVING REGULATION OF
FOOD

Flezibllity for regulations regarding
claims.

Petitions for claums.

Health claims for food products.

Nutnient content claums.

Referral statements.

IDsclosure of irradiation.

Irradiation petition.

. 308. Glass and ceramic ware.

. 309. Food contact substances.

TITLE [V—GENERAL PROVISIONS

. 401. Dissemination of information on new
uses.

. 402. Expanded access to investigational
therapmes and diagnostics.

. 403. Approval of supplemental applications
Jjor approved products.

. 404. Dispute resolution.

Sec. 119.
Sec. 120.
Sec. 121.
Sec. 122. for
123.
124.
125.
126.

Sec.
Sec.
Sec.
Sec.

Sec. 127.

Sec. 128.
Sec.
Sec.

Sec.

Sec. 201.
Sec. 202,
Sec. 203.

204.
205.

Sec.
Sec.

206.
207.

Sec.
Sec.

208.
208.

Sec.
Sec.
Sec. 210.
Sec. 211.
. 212,
. 213,
. 214.
. 215,
. 216.

. 217.

. 301.

. 302.
. 303.
. 304.
. 305.
. 306.
. 307.

Sec.

Sec.
Sec.

. Informal agency statements. -

Food and Drug Administration ms-
sion and annual report

. Information system.

. Education and training.

. Centers for education and research on

therapeutics.

0. Mutual recognition agreements and
global harmonization.

Enviro tal tmpact revi

National uniformity for nonprescrip-
tion drugs and cosmetics.

Food and Drug Administration study
of mercury compounds fn drugs
and food.

Interagency collaboration.

Contracts for expert review.

Product classification.

Registration of foreign establishments.

Clarification of seizure authority.

Interstate commerce.

Safety report disclaimers.

Labeling and advertising regarding
compliance with statutory re-
quirements.

Rule of construction.

TITLE V—EFFECTIVE DATE

Sec. 501. Effective date.

SEC. 3. DEFINTTIONS.

In this Act, the terms ‘‘drug”, ‘device’,
“food"”, and ‘‘dietary supplement’’ have the
meaning given such terms in section 201 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.c. 321).

TITLE IHIMPROVING REGULATION OF

DRUGS
Subtitle A—Fees Relating to Drugs

SEC. 101. FINDINGS.

Congress finds that—

(1) prompt approval of safe and e/lective new
drugs and other therapies is critical to the im-
provement of the public health so that patients
may enjoy the benefits provided by these thera-
pies to treat and prevent iliness and disease;

(2) the public health will be served by making
additional funds available for the purpose of
augmenting the resources of the Food and Drug
Admnistration that are devoted to the process
for review of human drug applications;

(3) the provisions added by the Prescription
Drug User Fee Act of 1992 have been successful
in substantally reducing review tmes for
human drug applications and should be—

(A) reauthorized for an additional 5 years,
with certain technical improvements; and

(B) carried out by the Food and Drug Admin-
istration with new commitments to implement
more ambitious and comprehensive improve-
ments n regulatory processes of the Food and
Drug Admimistration, and

(4) the fees authonzed by amendments made
1 this subtitle will be dedicated toward erpedit-
g the drug development process and the review
of human drug applications as set forth in the
poals identified, for purposes of part 2 of sub-
chapter C of chapter VII of the Federal Food,
Drug, and Cosmetic Act, in the letters from the
Secretary of Health and Human Services to the
chairman of the Commuttee on Commerce of the
House of Representatives and the chairman of

Sec.

288 88

Sec.
Sec. 4

411.
412,

Sec.
Sec.

413.

. 414,
. 415.
. 416.
. 417,
. 418.
. 419,
. 420.
. 421.

. 422,
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the Commuttee on Labor and Human Resources
of the Senate, as set forth 1n the Congressional
Record.
SEC. 102. DEFINTTIONS.

Section 735 (21 U.S.C. 379¢) i1s amended—

(1) 1 the second sentence of paragraph (I1)—

(A) by stniking “‘Service Act, and’’ and insert-
ing “‘Service Act.”, and

(B) by striang ‘‘September 1, 1992.” and 1n-
serting the following. '‘September 1, 1992, does
not include an application for a licensure of a
biological product for further manufactunng
use only, and does not include an application or
supplement submitted by a State or Federal Gov-
ernment entity for a drug that is not distributed
commercially. Such term does include an appii-
cation for licensure, as described in subpara-
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(i) «n the subparagraph heading, by striking
‘““NOT ACCEPTED'' and inserting ‘‘REFUSED"’,

(11) by striking ‘50 percent’’ and inserting ‘75
percent’’;

(i11) by striking “‘subparagraph (B)i)'' and in-
serting “‘subparagraph (B)’, and

(iv) by stnking ‘‘not accepted’ and inserting
“‘refused’’, and

(C) by adding at the end the following:

‘E) EXCEPTION FOR DESIGNATED ORPHAN
DRUG OR INDICATION.—A human drug applica-
tion for a prescription drug product that has
been designated as a drug for a rare disease or
condition pursuant to section 526 shail not be
subzect to a fee under subparagraph (A), unless
the human drug application includes an indica-
tion for other than a rare disease or condition.

graph (D), of a large volume biological product
intended for single dose injection for intra-
venous use or infusion.’’;

(2) in the second sentence of paragraph (3)—

(A) by striking *'Service Act, and'’ and insert-
ing *‘Service Act,”’; and

(B} by striking ‘‘September I, 1992.” and {n-
serting the following: ‘‘September 1, 1992, does
not tnclude a biological product that is licensed
for further manufacturing use only, and does
not {nclude a drug that is not distriduted com-
mercially and is the subject of an application or
supplement submitted by a State or Federal Gov-
ernment entity. Such term does include a large
volume biological product intended for single
dose infection for intravenous use or infusion.’”;

(3) in paragraph (4), by striking ‘‘without”
and inserting *‘without substantial™;

_ (4) by amending the first sentence of para-
graph (5) to read as follows:

““(5) The term ‘prescription drug establish-
ment’ means a foreign or domestic place of dusi-
ness which is at one general physical location
consisting of one or more buildings all of which
are within flve miles of each ather and at which
one or more prescription drug products are man-
ufactured in final dosage form.'";

(5) tn paragraph (7)(A)—

(A) by striking ‘“employees under contract™
and all that follows through ‘' Administration,”
the second time it occurs and inserting “‘con-
tractors of the Food and Drug Administration,’”;
and

(B) by striking ‘‘and committees,” and insert-
ing “and committees and to contracts with such
contractors,’”;

(6) in paragraph (8)—

(A) in subparagraph (A)—

(1) by striking ‘‘August of " and inserting
“April of ”’; and

(i) by striang ‘“August 1992°" and inserting
““April 1997""; and

(B) in subparagraph (B)—

(1) by striking ‘*‘section 254(d)"" and inserting
“‘section 254(c)""; ) .

(i1) by striking “1992'° and inserting ‘‘1997**;
and

(ilf) by stnking *°102d Congress, 2d Session’
and inserting “105th Congress, Ist Session’’; and

(7) by adding at the end the following:

**(9) The term ‘affiliate’ means a business en-
tity that has a relationship with a second busi-
ness entity if, directly or indirectly—

“{A) one business entity controls, or has the
power to control, the other business entity; or

"“(B) a third party controls, or has power to
control, both of the business entities.”.

SEC. 108, AU’IF'gg&m TO ASSESS AND USE DRUG

(a) TYPES OF FEES.—Section 736(a) (21 U.S.C.
379h(a)} 1s amended—

(1) by stnking *'Beginning 1n fiscal year 1993
and inserting “‘Beginming n fiscal year 1998"";

(2) in paragraph (1)—

(A) by stnking subparagraph (B) and insert-
ing the following:

‘“(B) PAYMEXT.—The fee required by subpara-
graph (A) shail be due upon submussion of the
application or supplement.’’;

(B) 1n subparagraph (D)—

A suppl ¢t proposing to include o new indi-
cation for a rare di or condition in a
human drug application shall not be subject to
a fee under subparagraph (A), if the drug has
been designated pursuant to section 526 as a
drug for a rare disease or condition with repard
to the indication proposed in such supplement.

*(F) EXCEPTION FOR SUPPLEMENTS FOR PEDI-
ATRIC INDICATIONS.—A supplement to & human
drug application proposing to include a new in-
dication for use in pediatric populations skall
not be assessed a fee under subparagraph (A).

‘(G) REFUND OF FEE IF APPLICATION WITH-
DRAWN.~If an application or supplement is
withdrawn after the application or supplement
wasy filed, the Secretary may refund the feeor a
portion of the fee if no substantial work was
performed on the application or supplement
after the application or supplement was filed.
The Secretary shall have the sole discretion to
refund a fee or a portion of the fee under this
subparagraph. A determination by the Secretary
concerning a refund under this paragraph shall
naot be reviewable.’’;

(3) by striking paragraph (2) and inserting the
following:

‘“(2) PRESCRIPTION DRUG ESTABLISHMENT

FEE.—

““(A) IN GENERAL.—Ezxcept as provided in sub-
paragraph (B), each person that—

‘“(t) is named as the applicant in a human
drug application; and

“‘(11) after September 1, 1992, had pending be-
fore the Secretary a A drug application or
supplement,
shall be assessed an annual fee established in
subsection (b) for each prescription drug estab-
lishment listed in its approved human drug ap-
plication as an establishment that manufactures
the prescription drug product named in the ap-
plication. The annual establishment fee shall be
assessed in each fiscal year in which the pre-
scription drug product named in the application
is assessed a fee under paragraph (3) unless the
prescription drug establishment listed in the ap-
plication does not engage in the manufacture of
the prescription drug product during the fiscal
year. The establishment fee shall be payabdle on
or before January 31 of each year. Each such es-
tablishment shall be assessed only one fee per
establishment, notwithstanding the number of
prescription drug products manufactured at the
establishment. In the event an establishment is
listed in @ human drug application by more
than one applicant, the establishment fee for
the fiscal year shall be divided equally and as-
sessed among the applicants whose prescription
drug products are manufactured by the estab-
lishment during the fiscal year and assessed
product fees under paragraph (3).

‘‘(B) EXCEPTION.—If, duning the fiscal year,
an applicant nitiates or causes to be initiated
the manufacture of a prescniption drug product
at an establishment listed in its humnan drug ap-
plication—

‘(i) that did not manufacture the product in
the previous fiscal year; and

“(u) for which the full establishment fee has
been assessed 1n the fiscal year at a time before
manufacture of the prescriptioy drug product
was begun;
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the applicant will not be assessed a share of the
establishment fee for the fiscal year in which
the manufacture of the product began.", and

(4) 1n paragraph (3)—

(A) in sutparagraph (A)—

(1) i clause (i), by striking *'is listed” and 1n-
serting ‘‘has been submitted for listing"’, and

(1) by striking “Such fee shall be payable’
and all that follows through ‘‘section 510.” and
mserting the following: “‘Such fee shall be pay-
able for the fiscal year in which the product 1s
first submtted for listing under section 510, or is
submtted for relisting under section 510 if the
product has been withdrawn from listing and
relisted. After such fee is paid for that fiscal
year, such fee shall be payable on or before Jan-
uary 31 of each year. Such fee shall be paid
only once for each product for a fiscal year in
which the fee is payable.’”; and

(B) in subparagraph (B), by striking “505(f)."
and inserting the following: *“505(j), under an
abbreviated application filed under section 507
(as tn effect on the day before the date of enact-
ment of the Food and Drug Administration
Modernization Act of 1997), or under an abbre-
viated new drug application pursuant to regula-
tions in effect prior to the itmplementation of the
Drug Price Competition and Patent Term Res-
toration Act of 1984."".

(b) FEE AMOUNTS.—Section 736(b) (21 US.C.
379n(b)) is amended to réad as follows:

‘(d) FEE AMOUNTS.—Ezrcept as provided in
subsections (c), (d), (/). and (g), the fees re-
Quired under subsection (a) shall be determined
and assessed as follows:

‘(1) APPLICATION AND SUPPLEMENT FEES.~—

‘‘(A) FULL FEES.—The application fee under
subsection (a)(1)}(A)({) shall be $250,704 tn fiscal
year 1998, £256.338 in each of fiscal years 1999
and 2000, $267,606 in fiscal year 2001, and
3254.451 in fiscal year 2002.

‘‘(B) OTHER FEES.—The fee under subsection
(@) (1)(A)HH) shall be $125,352 in fiscal year 1998,
$128.169 in each of Ascal years 1999 and 2000,
$133,803 in fiscal year 2001, and $129.226 in fiscal
year 2002.

““(2) TOTAL FEE REVENUES FOR ESTABLISHMENT
FEES.—The total fee revenues to be coilected in

_ establishment fees under subsection (a)(2) shall

de $35,600,000 in fiscal year 1998, $36,400,000 in
each of fiscal years 1999 and 2000, $38,000,000 in
fiscal year 2001, and 336,700,000 in fiscal year
2002.

‘“(3) TOTAL FEE REVENUES FOR PRODUCT
FEES.—The total fee revenues to be collected in
product fees under subsection (a)(3) in a flscal
year shall be equal to the total fee revenues col-
lected in establishment fees under subsection
(a)(2) in that fiscal yeqar.'’.

(c) INCREASES AND ADJUSTMENTS.—Section
736(c) (21 U.S.C. 379h(c)) is amended—

(1) in the subsection heading, by striking “IN-
CREASES AND™";

(2) in paragraph (1)—

(A) by striking ‘(1) REVENUE' and all that
follows through ‘‘increased by the Secretary"
and inserting the following: ‘*(1} INFLATION AD-
JUSTMENT.—The fees and total fee revenues es-
tablished in subsection (b) shall be adfusted by
the Secretary’”;

(B) in subdparagraph (A). by striking ‘‘in-
crease’” and inserting ‘‘change’’;

(C) in subparagraph (B), by stnking
crease’’ and inserting ‘‘change’’; and

(D) by adding at the end the followtng flush
sentence:

“in-

“The adjustment made each fiscal year by this
subsection unll be added on a compounded basis
to the sum of all adjustments made each fiscal
year after fiscal year 1997 under this sub-
section."'; E

(3) in paragraph (2), by stniking ‘‘October 1,
1992,"" and all that follows through ‘‘such
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schedule.”' and inserting the following: *‘‘Sep-
tember 30, 1997, adjust the establishment and
product fees described in subsection (b) for the
fiscal year in which the adjustment occurs so
that the revenues collected from each of the cat-
egones of fees described in paragraphs (2) and
(3) of subsection (b) shall be set to be equal to
the revenues collected from the category of ap-
plication and supplement fees described 1n para-
graph (1) of subsection (b).”"; and

(4) in paragraph (3), by striking “‘paragraph
(2)" and inserting “‘this subsection”’.

(@) FEE WAIVER OR REDUCTION.—Section
736(d) (21 U.S.C. 379h(d)) 1s amended—

(1) by redesignating paragraphs (1), (2), (3).
and (4) as subparagraphs (A), (B), (C), and (D),

roenortively and indenting aoponronrintaly:
respeclively ang wmeeniung approprigiady,

(2) by striking *‘The Secretary shall grant a'’
and all that follows through ‘‘finds that—"' and
inserting the following:

*“(1) IN GENERAL.—The Secretary shall grant a
waiver from or a reduction of one or more fees
assessed under subsection (a) where the Sec-
retary finds that—"";

(3) in subparagraph (C) (as so redesignated in
paragraph (1)), by striking *‘, or’’ and inserting
a comma,

(4) in subparagraph (D) (as so redesignated in
paragraph (1)), by striking the period and in-
serting *, or'"; )

(5) by inserting after subparagraph (D) (as so
redesignated in paragraph (1)) the following:

““(E) the applicant involved is a small business
submitting its first human drug application to
the Secretary for review.’"; and

(6) by striking ‘‘In making the finding in
paragraph (3),"" and all that follows through
“standard costs.” and inserting the following:

*‘(2) USE OF STANDARD COSTS.—In making the
finding in paragraph (1)(C), the Secretary may
use standard costs. R

‘“(3) RULES RELATING TO SMALL BUSINESSES.—

‘“(A) DEFINITION.—In paragraph (1)(E), the
term ‘small business’ means an entity that has
fewer than 500 employees, including employees
of affiliates.

‘“(B) WAIVER OF APPLICATION FEE.—The Sec-
retary shall waive under paragraph (1}(E) the
application fee for the first human drug appli-
cation that a small business or its affiliate sub-
mits to the Secretary for review. After a small
business or its affiliate 1s granted such a waver,
the small business or its affihate shall pay—

‘(1) application fees for all subsequent human
drug applications submitted to the Secretary for
review in the same manner as an entity that
does not qualify as a small business; and

‘“(i1) all supplement fees for all supplements to
human drug applications submitted to the Sec-
retary for review in the same manner as an en-
tity that does not qualify as a small business.'’.

(e) ASSESSMENT OF FEES.—Section 736(f)(1) (21
U.S.C. 379h(f)(1)) 1s amended-—

(1) by striking ‘‘fiscal year 1993'' and inserting
“fiscal year 1997°'"; and

(2) by striking “fiscal year 1992'' and inserting
“fiscal year 1997 (excluding the amount of fees
appropriated for such fiscal year)''.

(f) CREDITING AND AVAILABILITY OF FEES.—
Section 736(g) (21 U.S.C. 379h(g)) is amended—

(1) in paragraph (1), by adding at the end the
following: “‘Such sums as may be necessary may
be transferred from the Food and Drug Adminis-
tration salaries and erpenses appropriation ac-
count without fiscal year limitation to such ap-
propriation account for salaries and erpenses
with such fiscal year imitation. The sums trans-
ferred shall be available solely for the process
for the review of human drug applications."',

(2) in paragraph (2)—

(A) tn subparagraph (A). by striking “*Acts"
and nserting '‘Acts, or otherwise made avail-
able for obligation,”’; and

(B) wn subparagraph (B), by striking ‘‘over
such costs for fiscal year 1992 and inserting
“‘over such costs, exrcluding costs paid from fees
collected under this section, for fiscal year
1997, and
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(3) by striking paragraph (3) and inserting the
follownng:

“‘(3) AUTHORIZATION OF APPROPRIATIONS.—
There are authorized to be appropriated for fees
under this section—

“(A) $106,800,000 for fiscal year 1998;

‘‘(B) $109,200,000 for fiscal year 1999;

*(C) $109,200,000 for fiscal year 2000;

‘“(D) $114,000,000 for fiscal year 2001; and

*“(E) $110,100,000 for fiscal year 2002,
as adjusted to reflect udjyustments in the total
fee revenues made under this section and
changes in the total amounts collected by appli-
cation, supplement, establishment, and product
fees.

‘“(4) OFFSET.—Any amount of fees collected
for o fiscal year under this section that exceeds
the amount of fees specified in appropriation
Acts for such fiscal year shall be credited to the
appropriation account of the Food and Drug
Administration as provided in paragrapk (1),
and shall be subtracted from the amount of fees
that would otherwise be authorized to be col-
lected under this section pursuant to appropria-
tion Acts for a subsequent fiscal year."’.

(9) REQUIREMENT FOR WRITTEN REQUESTS FOR
WAIVERS, REDUCTIONS, AND REFUNDS.—Section
736 (21 U.S.C. 379h) is amended—

(1) by redesignating subsection (i) as sub-
section (§); and

(2) by tnserting after subsection (h) the follow-
ing:

‘(i) WRITTEN REQUESTS FOR WAIVERS, REDUC-
TIONS, AND REFUNDS.—To qualify for consider-
ation for a walver or reduction under subsection
(d), or for a refund of any fee collected in ac-
cordance with subsection (a), a person shall
submit to the Secretary a twritten request for
such waiver, reduction, or refund not later than
180 days after such fee is due.’’.

(h) SPECIAL RULE FOR WAIVERS AND RE-
FUNDS.—Any requests for watvers or refunds for
fees assessed under section 736 of the Federal
Food, Drug, and Cosmetic Act (42 U.S.C. 379h)
prior to the date of enactment of this Act shall
be submitted in writing to the Secretary of
Health and Human Services within 1 year after
the date of enactment of this Act. Any requests
for waivers or refunds pertaining to a fee for a
human drug application or supplement accepted
for filing prior to October 1, 1997 or to a product
or establishment fee required by such Act for a
fiscal year prior to fiscal year 1998, shall be
evaluated according to the terms of the Prescrip-
tion Drug User Fee Act of 1992 (as in effect on
September 30, 1997) and part 2 of subchapter C
of chapter VII of the Federal Food, Drug, and
Cosmetic Act (as in effect on September 30,
1997). The term ‘‘person’’ in such Acts shall con-
tinue to include an affiliate thereof.,

SEC. 104. ANNUAL REPORTS.

(a) PERFORMANCE REPORT.—Beginning with
Jfiscal year 1998, not later than 60 days after the
end of each fiscal year duning which fees are
collected under part 2 of subchapter C of chap-
ter VII of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 379g et seq.), the Secretary of
Health and Human Seruvices shall prepare and
submit to the Committee on Commerce of the
House of Representatives and the Committee on
Labor and Human Resources of the Senate a re-
port concerning the progress of the Food and
Drug Administration 1n achieving the goals
identified tn the letters described in section
101(4) during such fis¢al year and the future
plans of the Food and Drug Admmistration for
meeting the goals.

(b) FISCAL REPORT.—Beginming with fiscal
year 1998, not later than 120 days after the end
of each fiscal year during whach fees are col-
lected under the part described i1n subsection
(a), the Secretary of Health and Human Services
shall prepare and submit to the Committee on
Commerce of the House of Representatives and
the Commuttee on Labor and Human Resources
of the Senate a report on the implementation of
the authornity for such fees dunng such fiscal
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year and the use, by the Food and Drug Admn-
istration, of the fees collected during such fiscal
year for which the report ts made.

SEC, 105, SAVINGS.

Notwithstanding section 105 of the Prescrip-
tion Drug User Fee Act of 1992, the Secretary
shall retain the authonty to assess and collect
any fee required by part 2 of subchapter C of
chapter Vil of the Federal Food, Drug, and Cos-
metic Act for a human drug application or sup-
plement accepted for filing prior to October 1,
1997, and to assess and collect any product or
establishment fee required by such Act for a fis-
cal year prior to fiscal year 1998.

SEC. 106. EFFECTIVE DATE.

The amendments made by this subtitle shall
take effect October 1, 1997.

SEC. 107. TERMINATION OF EFFECTIVENESS.

The amendments made by sections 102 and 103
cease to be effective October 1, 2002, and section
104 ceases to be effective 120 days after such
date.

Subtitle B—Other Improvements
SEC. 111. PEDIATRIC STUDIES OF DRUGS.

Chapter V (21 U.S.C. 351 et seq.) 13 amended
“SEC. 508A. PEDIATRIC STUDIES OF DRUGS.

‘“‘{a) MARKET EXCLUSIVITY FOR NEW DRUGS.—
If, prior to approval of an application that s
submitted under section 505(b)(1), the Secretary
determines that information relating to the use
of a new drug in the pediatric population may
produce health benefits in that population, -the
Secretary makes a written request for pediatric
studies (which shall include a timeframe for
completing such studies), and such studies are
completed within any such timeframe and the
reports thereof submitted in accordance twith
subsection (d)(2) or accepted in accordande with
subsection (d)(3)}—

‘“(1)(A)1) the period referred to in subsection
(€)(I)(D)H) of section 505, and in subsection
(1)(4}(D)(il) of such section, is deemed to be five
vears and sit months rather than flve years,
and the references in subsections (c)(3IND)(i)
and (f)(4)(D)(ii) of such section to four years, to
forty-eight months, and to seven and one-half
years are deemed to be four and one-half years,
fifty-four months, and eight years, respectively;

or

““(ii) the period referred to in clauses (iii) and
(iv) of subsection (c)(3)(D) of such section, and
in clauses (1it) and (1v) of subsection ())(4)(D) of
such section, 1s deemed to be three years and sit
months rather than three years; and

‘“(B) if the drug 1s designated under section
526 for a rare disease or condition, the period re-
ferred to in section 527(a) 1s deemed to be seven
years and siz months rather than seven years;
and

“(2)(A) tf the drug 1s the subjrect of—

‘(1) a lsted patent for which a certification
has  been submitted  under  subsection
(b)2)AN) or (2NANvii)I]) of section 505
and for which pediatric studies were submitted
prior to the exrpiration of the patent (including
any patent ertensions); or

“(i1) a listed patent for which a certification
has been  submitted under subsections
(b)(2)(A)(iit) or (7)(2)(A)(vu)(1II) of section 505,
the penod during which an application may not
be approved under section 505(c)(3) or section
505(j)(4)(B) shall be extended by a perod of st
months after the date the paternt erptres (mmclud-
ing any patent ertensions); or

“(B) if the drug 1s the subject of a listed pat-
ent for which a certification has
been  submtted under subsection (b)(2)(A)(1v)
or (D(2)(A)Nvu)(IV) of section 505, and in the
patent infringement litigation resulting from the
certification the court deterrmines that the pat-
ent 15 valid and would be infringed, the period
duning which an application may not be ap-
proved wunder section 505(c)3) or section
505(1)(4)(B) shall be ertended by a period of 1T
months after the date the patent erpires (includ-
ing any patent ertensions).
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*(b) SECRETARY TO DEVELOP LIST OF DRUGS
FOR WHICH ADDITIONAL PEDIATRIC INFORMA-

TON MaY BE BENEFICIAL.—Not later than [80

. ‘s after the date of enactment of the Food
Drug Administration Modernwzation Act of

47, the Secretary, after consultation with er-
perts in pecdiatrnic research shall develop,
prioritize, and publish an imitwal list of approved
drugs for which additional pediatric informa-
tion may produce health benefits in the pedi-
atric population. The Secretary shall annually
update the list.

*{¢c) MARKET EXCLUSIVITY FOR ALREADY-
MARKETED DRUGS.—If the Secretary makes a
written request to the holder of an approved ap-
plication under section 505(b)(1) for pediatric
studies (which shall include a timeframe for
completing such studies) concerming a drug
identified in the list described in subsection (b),
the holder agrees to the request, the studies are
completed within any such timeframe, and the
reports thereof are submtted in accordance with
subsection (d)(2) or accepted in accordance with
subsection (d)(3)—

“(1)(A)(1) the period referred to in subsection
(cM3ND)it) of section 505, and in subsection
(1)(4)(D)(1i) of such section, is deemed to be five
years and sit months rather than flve years,
and the references in subsections (c)3ND)(ii)
and (§)(4)(D)(ii) of such section to four years, to
forty-eight months, and to seven and one-half
years are deemed to be four and one-half years,
fifty-four months, and eight years, respectively.

or
‘“(i1) the period referred to in clauses (iti) and
(iv) of subsection (c)(3UD) of such section, and
in clauses (i) and (iv) of subsection (J)(4)(D) of
. such section, is deemed to be three years and siz
months rather than three years; and
*(B) if the drug is desygnated under section
526 for a rare disease or condition, the period re-
ferred to in section 527(a) is deemed to be seven
vears and siz months rather than seven years;
nd

*“(2)(A) if the drug is the subject of—

“(i) a listed patent for which a certification
has been  subdbmitted under  sudsection
(O)2)(AN1) or (HERNAXVINID) of section 505
and for which pediatric studies were
prior to the erpiration of the patent (including
any patent extensions); or

“(i1) a listed patent for which a certification
has been  submitted under  subsection
(D)) A)HHL) or (JIU A)ii)(I1]) of section 505,
the period during which an application may not
be approved under section 505(c)(3) or section
505(7)(4X(B) shall be extended by a period of siz
months after the date the patent expires (includ-
ing any patent extensions); or

‘‘{B) if the drug is the subject of a listed pat-
ent for which a certification has dbeen submitted
under subsection (b)(2)(A)(iv) or
II(ANBI(IV) of section 505, and in the pat-
ent infringement litigation resulting from the
certification the court determines that the pat-
ent 18 valid and would be infringed, the period
during which an application may not bde ap-
proved under section 505(c)(3) or section
505(F)(4)(B) shall be extended by a period of siz
months after the date the patent expires (includ-
fng any patent ertensions).

‘‘(d) CONDUCT OF PEDIATRIC STUDIES.—

“*(1) AGREEMENT FOR STUDIES.—The Secretary
may, pursuant to a written request from the
Secretary under subsection (a) or (c). after con-
sultation with—

““(A) the sponsor of an application for an in-
vestigational new drug under section 505(i);

‘(B) the sponsor of an application for a new
drug under section 505(b)(1); or

**(C} the holder of an approved application for
a drug under section 505(b)(1),
agree with the sponsar ar holder for tke conduct
of pediatric studies for such drug. Such agree-
ment shall be in wnting and shail include a
timeframe for such studies.

**(2) WRITTEN PROTOCOLS TO MEET THE STUD-
1ES REQUIREMENT.—If the sponsor or holder’and
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the Secretary agree upon written protocols for
the studies, the studies requirement of sub-
section (a) ar (c) is satisfied upon the completion
of the studies and subrmussion of the reports
thereof 1n accordance with the onginal written
request and the wnitten agreement referred to in
paragraph (1). Not later than 60 days after the
submssion of the report of the studies, the Sec-
retary shall deterrine if such studies were or
were not conducted n accordance with the
onginal written request and the written agree-
ment and reported in accordance with the re-
qutrements of the Secretary for fiing and so no-
tify the sponsor or holder.

“(3) OTHER METHGDS TO MEET THE STUDIES
REQUIREMENT.—If the sponsor or holder and the
Secretary have not agreed in wrniting on the pro-
tocols for the studies, the studies requirement of
subsection (a) or (¢) is satisfied when such stud-
ies have been completed and the reports accept-
ed by the Secretary. Not later than 90 days after
the submission of the reports of the studies, the
Secretary shall accept or reject such reports and
so notify the sponsor or holder. The Secretary’s
only responsibility in accepting or rejecting the
reports shall be to determuine, within the 90 days.
whether the studies fairly respond to the written
request, have been conducted in accordance
with commonly accepted scientific principles
and protocols, and have been reported in ac-
cordance with the requirements of the Secretary
for filing.

‘‘te) DELAY OF EFFECTIVE DATE FOR CERTAIN
APPLICATION.—If the Secretary determines that
the acceptance or approval of an application
under section 505(b)(2) or 505(f) for a new drug
may occur after subnussion of reports of pedi-
atric studies under this section, which were sub-
mitted prior to the expiration of the patent (in-
cluding any patent ertension) or the applicadle
period under clauses (ii) through (iv) of section
505(¢c)(3(D) or clauses (i) through (tv) of section
505(5)(4)(D), but before the Secretary has deter-
mined whether the requir ts of subsection
(d) have been satisfied, the Secretary shall delay
the acceptance or approval under section
505(0)(2) or 505(f) until the determination under
subsection (d) is made, but any such delay shall
not exceed 90 days. In the event that require-
ments of this section are satisfied, the applicable
siz-month period under subsection (a) or (c)
shall be deemed to have been running during
the period of delay.

‘“(f) NOTICE OF DETERMINATIONS ON STUDIES
REQUIREMENT.—The Secretary shall publish a
notice of any determination that the reguire-
ments of subsection (d) have been met and that
submissions and approvals under subsection
(b)(2) or (f) of section 505 for a drug wdl be sub-
ject to the provisions of this section.

“‘(g) DEFINITIONS.—As used in this section, the
term ‘pediatric studies’ or ‘studies’ means at
least one clinical investigation (that, at the Sec-
retary’s discretion, may include
pharmacokinetic studies) in pediatric age groups
in which a drug is anticipated to be used.

**(h} LIMITATIONS.—A drug to which the siz-
month period under subsection (a) or (b) has al-
ready been applied—

‘(1) may receive an additional siz-month pe-
riod under subsection (C)(I1)ANH) for a supple-
mental application if all other requirements
under this section are satisfied, except that such
a drug may not recetve any additional such pe-
nod under subsection (c)(2); and

‘“(2) may not recewve any additional such pe-
riod under subsection (c)(1J(B).

‘(i) RELATIONSHIP TO REGULATIONS—~—Not-
withstanding any other proviswon of law, if any
pediatric study is required pursugnt to regula-
tions promulgated by the Secretary and such
study meets the completeness, timeliness, and
other requirements of this section, such study
shall be deemed to satisfy the requirement for
market exclusivity pursuant to this section.

“*(§) SUNSET.—A drug may not receive any siz-
month period under subsection (a) or (c) unless
the application for the drug under section
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505(b)(1) 1s submuitted on or before January I,
2002. After January [, 2002. a drug shall receive
a siz-month period under subsection (¢) tf—

‘(1) the drug was 1in commercial distnbution
as of the date of enactment of the Food and
Drug Administration Modernization Act of 1997,

“(2) the drug was included by the Secretary
on the List under subsection (b) as of January 1,
2002,

*(3) the Secretary determines that there 15 a
continutng need for informanon relating to the
use of the drug 1n the pediatric population and
that the drug may provide health benefits in
that population; and

‘“(4) all requirements of this section are met.

‘‘(k) REPORT.-—The Secretary shall conduct a
study and report to Congress not later than Jan-
uary 1, 2001, based on the experience under the
program estadlished under this section. The
study and report shail ezarmne all relevant is-
sues, including—

‘“¢1) the effectivemess of the program in im-
proving information about important pediatric
uses for approved drugs;

*(2) the adequacy of the incentive provided
under this section,

““(3) the economic impact of the program an
taxrpayers and consumers, including the impact
of the lack of lower cost generic drugs on pa-
tients, including on lower income patients; and

“‘(4) any suggestions for modification that the
Secretary determines to be appropriate.”.

SEC. 113. EXPEDITING STUDY AND APPROVAL OF
FAST TRACK DRUGS.

(a) IN GENERAL.~—Chapter V (21 U.S.C. 351 et
seq.), as amended by section 125, is amended by
inserting before section 508 the following:

“SEC. 508. FAST TRACK PRODUCTS.

‘‘(a) DESIGNATION OF DRUG AS A FAST Tmcx
PRODUCT .~

**(1) IN GENERAL.—-The Secretary shall, at the
request of the sp of a new drug, facilitate
the development and expedite the review of such
drug if it is intended for the treatment of a sert-
ous or life-threatening condition and it dem-
onstrates the potential to address unmet medical
needs for such a condition. (In this section, such
a drug is referred to as a ‘fast track product’.)

*(2) REQUEST FOR DESIGNATION.—The sponsor
of a new drug may request the Secretary to des-
ignate the drug as a fast track product. A re-
quest for the designation may be made concur-
rently with, or at any time after, submission of
an application for the investigation of the drug
under section 505(i) or section 351(a)(3) of the
Public Health Sermice Act.

“(3) DESIGNATION.—-Within 60 calendar days
after the receipt of a request under paragraph
(2), the Secretary shall determine whether the
drug that is the subject of the request meets the
criteria described in paragraph (1). If the Sec-
retary finds that the drug meets the criteria, the
Secretary shall designate the drug as a fast
track product and shall take such actions as are
appropriate to erpedite the development and re-
view of the application for approval of such
product.

““(b) APPROVAL OF APPLICATION FOR A FAST
TRACK PRODUCT.—

“(1) IN GENERAL.—THhe Secretary may approve
an application for approval of a fast track prod-
uct under section 505(c) or section 351 of the
Public Health Service Act upon a determination
that the product has an effect on a clinical
endpont or on a surrogate endpont that is rea-
~ sonably likely to predict clinwcal benefit.

“(2) LIMITATION.—Approval of a fast track
product under this subsection may be subject to
the requirements—

‘“(A) that the sponsor conduct appropnate
post-approval studies to validate the surrogate
endpoint or otherwise confirm the effect on the
clinwcal endpoint; and

““(B) that the sponsor submit copies of all pro-
motional materwals related to the fast track
product during the preapproval review period
and, following approval and for such period
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thereafter as the Secretary determines to be ap-
propniate, at least 30 days prior to disserination
of the materwals. .

*'(3) EXPEDITED WITHDRAWAL OF APPROVAL.—
The Secretary may withdraw approval of a fast
track product using erpedited procedures (as
prescribed by the Secretary in regulations which
shall mclude an opportunity for an informal
hearing) if—

““(A) the sponsor fails to conduct any regquired
post-approval study of the fast track drug with
due diligence,

*(B) a post-approval study of the fast track
product fails to venfy climical benefit of the
product;

*‘(C) other evidence demonstrates that the fast
track product 1s not safe or effective under the
conditions of use; or

*'(D) the sponsor disserunates false or mis-
leading promotional materials with respect to
the product.

“(c) REVIEW OF INCOMPLETE APPLICATIONS
FOR APPROVAL OF A FAST TRACK PRODUCT.—

“(1) IN GENERAL.—If the Secretary determunes,
after preliminary evaluation of clinical data
submitted by the sponsor, that a fast track prod-
uct may be effective, the Secretary shall evalu-
ate_for fihng, and may commence review of por-
tions of, an application for the approval of the
product before the sponsor submits a complete
application. The Secretary shall commence such
reniew only if the applicant—

“(A) provides a schedule for submisston of in-
formation necessary to make the application
complete; and

“(B) pays any fee that may be required under
section 736.

*(2) EXCEPTION.—Any time period for review
of human drug applications that has been
agreed to by the Secretary and that has been set
forth in goals identified in letters of the Sec-
retary (relating to the use of fees collected under
section 736 to expedite the drug development
process and the review of human drug applica-
tions) shall not apply to an application submit-
ted under paragraph (1) until the date on which
the application is complete.

“(d) AWARENESS EFFORTS.—The Secretary
shall—

*(1) develop and disseminate to physicians,
patient organizations, pharmaceutical and bio-
technology companies, and other appropriate
persons a description of the provisions of this
section applicable to fast track products; and

*(2) establish a program to encourage the de-
velopment of surrogate endpoints that are rea-
sonably likely to predict clinical benefit for seri-
ous or life-threatening conditions for which
there exist significant unmet medical needs.".

(b) GUIDANCE.—Within | year after the date of
enactment of this Act, the Secretary of Health
and Human Services shall issue guidance for
fast track products (as defined in section
506(a)(1) of the Federal Food, Drug, and Cos-
metic Act) that describes the policies and proce-
dures that pertain to section 506 of such Act,
SEC. 113. INFORMATION PROGRAM ON CLINICAL

TRIALS FOR SERIOUS OR LIFE-
THREATENING DISEASES.

(a) IN GENERAL.—Section 402 of the Public
Health Service Act (42 U.5.C. 282) 1s amended—

(1) by redesignating subsections (j} and (k) as
subsections (k) and (1), respectively; and

(2) by wnserting after subsection (i) the follow-

tng*

“(JNI)A) The Secretary, acting through the
Drrector of NIH. shall establish, maintain, and
operate a data bank of information on clinical
trials for drugs for serious or life-threatening
diseases and conditions (1n this subsection re-
ferred to as the ‘data bank’). The activities of
the data bank shall be integrated and coordi-
nated with related activities of other agencies of
the Department of Health and Human Services,
and to the extent practicable coordinated with
other data banks contaiming sumlar informa-
tion.

“(B) The Secretary shall establish the data
bank after consultation uith the Commissioner
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of Food and Drugs, the directors of the appro-
priate agencies of the National Institutes of
Health (1ncluding the National Library of Medi-
cine), and the Director of the Centers for Dis-
ease Control and Prevention.

“2) In carrying out paragraph (1), the Sec-
retary shall collect, catalog. store, and dissemi-
nate the mmformation described in such para-
graph. The Secretary shall dissermnate such in-
formation through information systems, which
shall nclude toll-free telephone communica-
tions, available to indinduals with senwgus or
life-threatemung diseases and conditions, to
other members of the public, to health care pro-
viders, and to researchers.

**(3) The data bank shall include the follow-
mng:

‘‘(A) A registry of chinical trials (whether fed-
erally or pnwately funded) of erpenimental
treatments for serious or life-threatening dis-
eases and conditions under regulations promul-
gated pursuant to section 505(i) of the Federal
Food, Drug, and Cosmetic Act, which provides a
description of the purpose of each erpentmental
drug, either with the consent of the protocol
sponsor, or when a trial to test effectiveness be-
gins. Information provided shall consist of eligi-
bility criteria for participation in the clinical
trials, a description of the location of tnal sites,
and a point of contact for those wanting to en-
roll in the tnal, and shall be in a form that can
be readily understood by members of the public.
Such information shall be forwarded to the data
bank by the sponsor of the tnal not later than
21 days after the approval of the protocol.

‘(B) Information pertaining to erperimental
treatments for serious or life-threatening dis-
eases and conditions that may be available—

‘“(1) under a treatment investigational new
drug application that has been submitted to the
Secretary under section 561(c) of the Federal
Food, Drug, and Cosmetic Act; or

‘(i) as a Group C cancer drug (as defined by

the National Cancer Institute).
The data bank may also include information
pertaining to the results of clinical trials of such
treatments, with the consent of the sponsor, in-
cluding nformation concerning potential
tozicities or adverse effects associated with the
use or administration of such erperimental
treatments.

'‘(4) The data bank shall not tnclude informa-
tion relating to an investigation if the sponsor
has provided a detailed certification to the Sec-
retary that disclosure of such information would
substantially interfere with the timely enroll-
ment of subjects in the investigation, unless the
Secretary, after the receipt of the certification,
provides the sponsor with a detailed written de-
termination that such disclosure would not sub-
stantially interfere with such enrollment.

‘‘(5) For the purpose of carrying out this sub-
section, there are authonzed to be appropriated
such sums as may be necessary. Fees collected
under section 736 of the Federal Food, Drug,
and Cosmetic Act shall not be used in carrying
out this subsection.”'.

(b) COLLABORATION AND REPORT.—

(1) IN GENERAL.—The Secretary of Health and
Human Services, the Dtrector of the National
Institutes of Health, and the Commissioner of
Food and Drugs shall collaborate to determine
the feasibility of including device investigations
within the scope of the data bank under section
402(j) of the Public Health Service Act.

(2) REPORT.—Not later than two years after
the date of enactment of this section, the Sec-
retary of Health and Human Services shall pre-
pare and submit to the Commuttee on Labor and
Human Resources of the Senate and the Com-
mittee on Commerce of the House of Representa-
tives a report—

(A) of the public health need. if any, for in-
clusion of device investigations within the scope
of the data bank under section 402(1) of the Pub-
lic Health Service Act.

(B) on the adverse impact, if any, on device
mnovation and research n the United States if
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tnformation relating to suchk device nvestiga-
tions is required to be publicly disclosed; and

(C) on such other issues relating to such sec-
tion 402(j) as the Secretary determines to be ap-
propnate.

SEC. 114. HEALTH CARE ECONOMIC INFORMA.
TION.

(a) IN GENERAL.—Section 502(a) (21 U.S.C.
352(a)) is amended by adding at the end the fol-
lownng: *‘Health care economic information pro-
vided to a formulary committee, or other stmilar
entity, in the course of the committee or the en-
tity carrying out its responsibilities for the selec-
tion of drugs for managed care or other similar
organizations, shall not be considered to be false
or misleading under this paragraph if the health
care economic information directly relates to an
indication approved under section 505 or under
section 351(a) of the Public Health Service Act
Jor such drug and is based on competent and re-
liable scientific evidence. The requirements set
forth in section 505(a) or in section 351(a) of the
Public Health Service Act shall not apply to
health care economic information provided to
such a committee or entity in accordance with
this paragraph. Information that is relevant to
the substantiation of the health care economic
information presented pursuant to this para-
graph shall be made available to the Secretary
upon request. In this paragraph, the term
‘health care economic information' means any
analysis that identifies, measures, or compares
the economic consequences, including the costs
of the represented health outcomes, of the use of
a drug to the use of another drug, to another
heglth care intervention, or to no interven-
tion.".

(b) STUDY AND REPORT.—The Comptroller
General of the United States shall conduct o
study of the implementation of the provisions
added by the amendment made by subsection
(a). Not later than 4 years and 6 months after
the date of enactment of this Act, the Comptrol-
ler General of the United States shall prepare
and submit to Congress a report containing the
findings of the study.

SEC. 118. CLINICAL INVESTIGATIONS.

(a) CLARIFICATION OF THE NUMBER OF RE-
QUIRED CLINICAL INVESTIGATIONS FOR AP-
PROVAL.—Section 505(d) (21 U.S.C. 355(d)) is
amended by adding at the end the following: *‘If
the Secretary determines, based on relevant
science, that data from one adequate and well-
controlled clintcal investigation and confirm-
atory evnidence (obtained prior to or after such
nvestigation) are sufficient to establish effec-
tiveness, the Secretary may consider such data
and evidence to constitute substantial evidence
Jfor purposes of the preceding sentence.".

(b) WOMEN AND MINORITIES.—Section 505(b)(1)
21 U.S.C. 355(b)(1)) is amended by adding at
the end the followtng: *‘The Secretary shall, in
consultation with the Director of the National
Institutes of Health and with representatives of
the drug manufacturning industry, review and
develop guidance, as appropnate, on the inclu-
ston of women and minorities in clinical tnals
required by clause (A)."".

SEC. 116 MANUFACTURING CHANGES FOR
DRUGS.

(a) IN GENERAL—Chapter V, as amended by
section 112, 1s amended by inserting after section
506 the follounng section”

“SEC. 506A. MANUFACTURING CHANGES.

“‘fa) IN GENERAL.—With respect to a drug for
which there 1s tn effect an approved application
under section 505 or 512 or a license under sec-
tion 351 of the Public Health Service Act, a
change from the manufacturing process ap-
proved pursuant to such application or license
may be made, and the drug as made with the
change may be distnibuted, 1f/—

**(1) the holder of the approied application or
hicense (referred to in this section as a ‘holder’)
has validated the effects of the change in ac-
cordance with subsection {b). and
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(2} A) 1n the case of a major manufactuning
change, the holder has complied with the re-
gutrements of subsection (c), or

“(B) tn the case of a change that is not a
najor manufacturing change. the holder com-

lies with the applicable requirements of sub-
section (d).

*(b) VALIDATION OF EFFECTS OF CHANGES.—
For purposes of subsection (a)(1}), a drug made
with a manufactunng change (whether a major
manufacturing change or otherwise) may be dis-
tnbuted only if, before distribution of the drug
as so made, the holder involved validates the ef-
fects of the change on the identity, strength,
quality, punity, and potency of the drug as the
wdentity, strength, quality, punity, and potency
may relate to the safety or effectiveness of the
drug.

““(c) MAJOR MANUFACTURING CHANGES,—

‘‘(1) REQUIREMENT OF SUPPLEMENTAL APPLI-
CATION.—For purposes of subsection (a)(2)(A), a
drug made with a major manufacturing change
may be distributed only if, before the distribu-
tion of the drug as so made, the holder involved
submits to the Secretary a supplemental applica-
tion for such change and the Secretary approves
the application. The application shall contain
such information as the Secretary determines to
be appropnate, and shall include the informa-
tion developed under subsection (b) by the hold-
er in validating the effects of the change.

“(2) CHANGES QUALIFYING AS  MAJOR
CHANGES.— For purposes of subsection (a)(2)(A).
a major manufactuning change is a manufactur-
ing change that is determined by the Secretary
to have substantial potential to adversely affect
the identity, strength, quality, purity, or po-
tency of the drug as they may relate to the safe-
ty or effectiveness of a drug. Such a change in-
cludes a change that—

““(A) is made in the qualitative or quantitative
formulation of the drug involved or in the speci-
fications in the approved application or license
referred to in subsection (a) for the drug (unless

zempted by the Secretary by regulation or
Juidance from the requirements of this sub-
section);

“(B) is determined by the Secretary by regula-
tion or guidance to require completion of an ap-
propnuate clinwcal study demonstrating equiva-
lence of the drug to the drug as manufactured
without the change; or

*“(C) 1s another type of change determined by
the Secretary #y regulation or guidance to have
a substantial potential to adversely affect the
safety or effectiveness of the drug.

‘‘(d) OTHER MANUFACTURING CHANGES.—

““(1) IN GENERAL.—For purposes of subsection
(@al2XB), the Secretary may regulate drugs
made with manufacturing changes that are not
major manufacturing changes as follows:

*‘(A) The Secretary may in accordance with
paragraph (2) authorize holders to distribute
such drugs without submitting a supplemental
application for such changes.

*(B) The Secretary may in accordance with
paragraph (3) require that, prior to the distribu-
tion of such drugs, holders submit to the Sec-
retary supplemental applications for such
changes.

‘“(C) The Secretary may establish categories of
such changes and designate categories to which
subparagraph (A) applies and categories to
which subparagraph (B) applies.

*(2) CHANGES NOT REQUIRING SUPPLEMENTAL
APPLICATION.—

““(A) SUBMISSION OF REPORT.—A holder mak-
mg a manufactuning change to which para-
graph (1)(A) applies shall submut to the Sec-
retary a report on the change, which shall con-
tain such information as the Secretary deter-
mines to be appropricte, and which shall in-
clude the wnformation developed under sub-
section (b) by the holder in validating the effects
f the change. The report shall be submitted by
such date as the Secretary may specify.

‘(B) AUTHORITY REGARDING ANNUAL RE-
PORTS.—In the case of a holder that during a
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single year makes more than one manufactunng
change to which paragraph (1)(A) applies, the
Sectetary may n carrying out subparagraph (A)
authorize the holder t2 comply with such sub-
paragraph by submutting a single report for the
year that provides the information required in
such subparagraph for all the changes made by
the holder during the year.

*(3) CHANGES REQUIRING SUPPLEMENTAL AP-
PLICATION.—

“{A) SUBMISSION OF SUPPLEMENTAL APPLICA-
TION.—The supplemental applhication required
under paragraph (1)(B) for a manufactunng
change shall contain such anformation as the
Secretary determines to be appropriate, which
shall include the information developed under
subsection (b) by the holder 1n validating the ef-
fects of the change.

‘‘(B) AUTHORITY FOR DISTRIBUTION.—In the
case of a manufacturing change to which para-
graph (1)(B) applies:

‘“ti) The holder 1nvolved may commence dis-
tribution of the drug involved 30 days after the
Secretary receives the supplemental application
under such paragraph, unless the Secretary no-
tifies the holder within such 30-day period that
prior approval of the application s required be-
fore distribution may be commenced.

“(ti) The Secretary may designate a category
of such changes for the purpose of prouviding
that, in the case of a change that is in such cat-
egory, the holder involved may commence dis-
tnbution of the drug involved upon the receipt
by the Secretary of a supplemental application
for the change.

“‘(iit) If the Secretary disapproves the supple-
mental application, the Secretary may order the
manufacturer to cease the distnbution of the
drugs that have been made with the manufac-
tuning change.’".

(b) TRANSITION RULE.—The amendment made
by subsection (a) takes effect upon the effective
date of regulations promulgated by the Sec-
retary of Health and Human Services to imple-
ment such amendment, or upon the ecpiration
of the 24-month period beginning on the date of
the enactment of this Act, whichever occurs
first.

SEC. 117. STREAMLINING CLINICAL RESEARCH
ON DRUGS.

Sectton 505(1) (21 U.S.C. 355(1)) is amended—

(1) by redesignating paragraphs (1) through
(3) as subparagraphs (A) through (C), respec-
tively;

(2) by inserting *‘(1)"" after “(1)";

(3) by striking the last two sentences; and

(4) by inserting after paragraph (1) (as des-
tgnated by paragraph (2) of this section} the fol-
lowing new paragraphs:

““(2) Subject to paragraph (3), a ciinical inves-
tigation of a new drug may begin 30 days after
the Secretary has received from the manufac-
turer or sponsor of the investigation a submis-
ston containing such information about the
drug and the clinical investigation, including—

‘‘(A) information on design of the investipa-
tion and adequate reports of basic information,
certified by the applicant to be accurate reports,
necessary to assess the safety of the drug for use
in clintcal investigation; and

‘“{B) adegquate information on the chemistry
and manufacturing of the drug, controls avail-
able for the drug, and primary data tabulations
from anwnal or human studies.

“(3(A) At any time, the Secretary may pro-
hibit the sponsor of an investigation from con-
ducting the nvestigation (referred to in this
paragraph as a ‘clinical hold') if the Secretary
makes a determination described in subpara-
graph (B). The Secretary shall specify the basis
Sfor the clinwcal hold, including the specific in-
formation avauable to the Secretary which
served as the basis for such clinical hold, and
confirm such determination in wnting.

(B} For purposes of subparagraph (A), a de-
termination described in this subparagraph with
respect to a clinical hold 1s that—

“‘(1) the drug involved represents an unreason-
able nisk to the safety of the persons who are
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the subjects of the clinical investigation, taking
nto account the qualifications of the chimical
mvestigators, information about the drug, the
design of the clinical investigation, the condi-
twion for which the drug is to be inmvestigated,
and the health status of the subjects immvolved:
or

‘() the chimical hold should be issued for
such other reasons as the Secretary may by reg-
ulation establish (including reasons established
by regulation before the date of the enactment
of the Food and Drug Adminmistration Mod-
ernization Act of 1997).

“{C) Any wrnitten request to the Secretary
from the sponsor of an mmvestigation that a ciin-
ical hold be removed shall receive a decision, in
writing and specifying the reasons therefor,
within 30 days after receipt of such request. Any
such request shall include sufficient information
to support the removal of such clinwcal hold.

*(4) Regulations under paragraph (1) shall
provide that such eremption shall be condi-
tioned upon the manufacturer, or the sponsor of
the investigation, requiring that erperts using
such drugs for investigational purposes certify
to such manufacturer or sponsor that they wnil
inform any human beings to whom such drugs,
or any controls used in connection therewith,
are being admintistered, or their representatives,
that such drugs are being used for investiga-
tional purposes and will obtain the consent of
such human beings or their representatives, er-
cept where it {s not feasible or it is contrary to
the best interests of such human beings. Nothing
in this subsection shall be construed to require
any clinical investigator to submit directly to
the Secretary reports on the investigational use
of drugs."”.

SEC. 118. DATA REQUIREMENTS FOR DRUGS AND
- BIOLOGICS.

Within 12 months after the date of enactment
of this Act, the Secretary of Health and Human
Services, acting through the Commissioner of
Food and Drugs, shall issue guidance that de-
scribes when abbreviated study reports may be
sudmitted, {n lieuw of full reports, with a new
drug application under section 505(b) of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355(b)) and unth a biologics license appli-
cation under section 351 of the Public Health
Service Act (42 U.S.C. 262) for certain types of
studies. Such guidance shall describe the kinds
of studies for which abbreviated reports are ap-
propriate and the appropniate abbreviated re-
port formats,

SEC. 119. CONTENT AND REVIEW OF APPLICA-
TIONS.

(a) SECTION 505(b).—Section 505(b) (21 U.S.C.
355(b)) is amended by adding at the end the fol-
lowing: R

“(4)(A) The Secretary shall issue guidance for
the individuals who review applications submit-
ted under paragraph (1) or under section 351 of
the Public Health Service Act, which shall relate
to promptness in conducting the review, tech-
nical excellence, lack of bias and conflict of in-
terest, and knowledge of regulatory and sci-
entific standards, and which shall apply equally
to all individuals who review such applications.

‘“(B) The Secretary shall meet with a sponsor
of an investigation or an applicant for approval
Jor a drug under this subsection or section 351
of the Public Health Service Act {f the sponsor
or applicant makes a reasonable written request
for a meeting for the purpose of reaching agree-
ment on the design and size of clinical tnals in-
tended to form the primary basis of an effective -
ness claim. The sponsor or applicant shail pro-
vide information necessary for discussion and
agreement on the design and size of the clinwal
trials. Minutes of any such meeting shall be pre-
pared by the Secretary and made available to
the sponsor or applicant upon request.

‘“(C) Any agreement regarding the parameters
of the design and size of clintcal trials of a new
drug under this paragraph that ts reached be-
tween the Secretary and a sponsor or applicant



H12458

shall be reduced to wniting and made part of the
administrative record by the Secretary. Such
agreement shall not be changed after the testing
begins, except—

“(1) wnth the written agreement of the sponsor
or applicant; or

‘(i) pursuant to a decision, made in accord-
ance with subparagraph (D) by the director of
the reviewing dwvision, that a substantiual sci-
entific issue essential to determuning the safety
or effectiveness of the drug has been identified
after the testing has begun.

‘“(D) A decision under subparagraph (C)(if) by
the director shall be in writing and the Sec-
retary shall provwde to the sponsor or applicant
an opportunity for a meeting at which the direc-
tor and the sponsor or applicant will be present
and at whkich the director will document the sci-
entific issue involved.

‘‘(E) The written decisions of the reviewing di-
vision shall be binding upon, and may not di-
rectly or indirectly be changed by, the field or
compliance division personnel unless such fileld
or compliance division personnel demonstrate to
the reviewing division why such decision should
be modified. .

*“(F) No action by the reviewing division may
be delayed because of the unavailability of in-
formation from or action by field personnel un-
less the reviewing division determines that a
delay is necessary to assure the marketing of a
safe and effective drug.

‘“(G) For purposes of this paragraph, the re-
viewing division is the -division responsible for
the review of an application for approval of a
drug under this subsection or section 351 of the
Public Health Serwice Act (including all sci-
entific and medical matters, chemistry, manu-
facturing, and controls).”".

(b) SECTION 505(§).—

(1) AMENDMENT.—Section 3505(f) (21 U.S.C
355(1)) is amended—

{A) by redesignating paragraphs (3) through
(8) as paragraphs (4) through (9), respectively;
and

(B) by adding after paragraph (2) the follow-

ing: :
'“(3)(A) The Secretary shall issue guidance for
the individuals who review applications submit-
ted under paragraph (1), which shall relate to
promptness in conducting the review, technical
excellence, lack of bias and conflict of interest,
and knowledge of regulatory and scientific
standards, and which shall apply equally to all
tndividuals who 1 such applications

‘(B) The Secretary shall meet with a sponsor
of an investigation or an applicant for approval
for a drug under this subsection if the sponsor
or applicant makes a reasonable written request
for a meeting for the purpose of reaching agree-
ment on the design and size of bioavailability
and bicegquivalence studies needed for approval
of such application. The sponsor or applicant
shall provide information necessary for discus-
sion and agreement on the design and size of
such studies. Minutes of any such meeting shall
be prepared by the Secretary and made avail-
able to the sponsor or applicant.

‘“(C) Any agreement regarding the parameters
of design and stze of bioavailabtlity and bio-
equivalence studies of a drug under this para-
graph that {s reached between the Secretary and
a sponsor or applicant shall be reduced to writ-
ing and made part of the administrative record
by the Secretary. Such agreement shall not be
changed after the testing begins, except—

‘(i) with the written agreement of the sponsor
or applicant, or

(i) pursuant to a decision, made n accord-
ance with subparagraph (D) by the director of
the revieunng division, that a substantial sci-
entific issue essential to deterruning the safety
or effectiveness of the drug has been identified
after the testing has begun.

‘(D) A decision under subparagraph (C)(ii) by
the director shall be in wnriting and the Sec-
retary shall provide to the sponsor or applicant
an opportunity for a meeting at which the direc-
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tor and the sponsor or applicant will be present
and at which the director wll document the sci-
entific 1ssue tnvolved.

“(E) The wnitten decisions of the reviewing di-
vision shall be binding upon, and may not di-
rectly or indirectly be changed by, the field or
compliance office personnel unless such field or
compliance office personnel demonstrate to the
reviewtng division why such deciston should be
modified.

*“(F) No action by the reviewing division may
be delayed because of the unavailability of in-
formation from or action by field personnel un-
less the reviewnng division determines that a
delay 1s necessary to assure the marketing of a
safe and effective drug.

‘“(G) For purposes of this paragraph, the re-
viewing division 1s the division responsible for
the review of an application for approval of a
drug under this subsection (including scientific
matters, chemustry, manufacturing, and con-
trols)."".

(2) CONFORMING AMENDMENTS.-—Section 505(])
(21 U.S.C. 355(1)), as amended by paragraph (1),
is further amended—

(A) in paragraph (2)(A)i), by striking *(6)""
and inserting *(7)"";

(B) in paragraph (4) (as redesignated in para-
graph (1)), by striking *‘(4)"" and inserting
“5)"

(C) 1 paragraph (4)(I) (as redesignated in
paragraph (1)), by striking **(5)"' and inserting
“(6)". and

(D) in paragraph (7)(C) (as redesignated in
paragraph (1)), by striking **(5)" each place it
occurs and inserting “(6)".

SEC. 120. SCIENTIFIC ADVISORY PANELS.

Section 505 (21 U.S.C. 355) is amended by add-
ing at the end the following:

‘‘tn)(1) For the purpose of providing erpert
sclentific advice and recommendations to the
Secretary regarding a clinical investigation of a
drug or the approval for marketing of a drug
under section 505 or section 351 of the Public
Health Service Act, the Secretary shall establish
panels of erperts or use panels of experts estab-
lished before the date of enactment of the Food
and Drug Administration Modernization Act of
1997, or both.

‘Y(2) The Secretary may delegate the appoint-
ment and oversight authority granted under sec-
tion 904 to a director of a center or successor en-
tity within the Food and Drug Administration.

(3) The Secretary shall make appointments
to each panel established under paragraph (1)
so that each panel shall consist of—

‘“(A) members who are qualified by training
and erperience to evaluate the safety and effec-
tiveness of the drugs to be referred to the panel
and who, to the extent feasible, possess skill and
erperience in the development, manufacture, or
utilization of such drugs;

‘“(B) members with diverse erpertise in such
fields as clintcal and administrative medicine,
pharmacy, pharmacology, pharmacoeconomics,
biological and physical sciences, and other re-
lated professions;

‘“(C) a representative of consumer interests,
and a representative of interests of the drug
manufacturing industry not directly affected by
the matter to be brought before the panel; and

“(D) two or more members who are specialists

or have other exrpertise tn the particular disease
or condition for which the drug under review is
proposed to be indicated.
Scientific, trade, and consumer organwzations
shall be afforded an opportunity to nominate in-
dwviduals for appointment to the panels. No in-
dindual who 1s 1n the regular full-time employ
of the United States and engaged in the admin-
1stration of this Act may be a voting member of
any panel. The Secretary shall designate one of
the members of each panel to serve as charrman
thereof.

‘‘(4) Each member of a panel shall publicly
disclose all conflicts of interest that member may
have with the work to be undertaken by the
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panel. No member of a panel may vote on any
matter where the member or the tmmediate fam-
ily of such member could gain financally from
the advice given to the Secretary. The Secretary
may grant a wawer of any conflict of interest
requirement upon public disclosure of such con-
fuct of interest if such waver 1s necessary to af-
ford the panel essential erpertise, except that
the Secretary may not grant a wawer for g
member of a panel when the member’'s own sci-
entific work 1s involved.

*(5) The Secretary shall, as appropriate, pro-
vide education and training to each new panel
member before such member participates in g
panel's activtties, including education regarding
requirements under this Act and related regula-
tions of the Secretary, and the administrative
processes and procedures related to panel meet-
ings.

“‘(6) Panel members (other than officers or em-
ployees of the United States), while attending
meetings or conferences of a panel or otherwise
engaged in its business, shall be entitled to re-
ceive compensation for each day so engaged, in-
cluding traveltime, at rates to be fired by the
Secretary, but not to exceed the daily equivalent
of the rate in effect for positions classified above
grade GS-15 of the General Schedule. While
serving away from their homes or regular places
of business, panel members may be allowed trav-
el erpenses (including per diem in lieu of sub-
sistence) as authorized by section 5703 of title 5,
United States Code, for persons in the Govern-
ment service employed intermittently.

“(7) The Secretary shall ensure that scientific
advisory panels meet regularly and at appro-
priate intervals so that any matter to be re-
viewed by such a panel can be presented to the
panel not more than 60 days after the matter is
ready for such review. Meetings of the panel
may be held using electronic communication to
convene the meetings.

‘“(8) Within 90 days after a scientific advisory
panel makes recommendations on any matter
under its review, the Food and Drug Adminis-
tration official responsible for the matter shall
review the conclusions and recommendations of
the panel, and notify the affected persons of the
final decision on the matter, or of the reasons
that no such decision has been reached. Each
such final decision shall be documented includ-
ing the rationale for the decision."".

SEC. 121. POSITRON EMISSION TOMOGRAPHY.

(a) REGULATION OF COMPOUNDED POSITRON
EMISSION TOMOGRAPHY DRUGS.—Section 201 (21
U.S.C. 321) is amended by adding at the end the
following:

“(ii) The term ‘compounded positron emission
tomography drug’'—

‘(1) means a drug that—

“(A) exhibits spontaneous disintegration of
unstable nuclet by the emission of positrons and
is used for the purpose of providing dual photon
positron enusston tomographic diagnostic im-
ages; and

‘““(B) has been compounded by or on the order
of a practitioner who s licensed by a State to
compound or order compounding for a drug de-
scribed in subparagraph (A), and ts compounded
in accordance with that State's law, for a pa-
tient or for research, teaching, or quality con-
trol; and

““(2) includes any nonradioactive reagent, rea-
gent kit, ingredient, nuclide generator, accelera-
tor, target matenial, electronic syntheswzer, or
other apparatus or computer program to be used
in the preparation of such a drug."'.

(b) ADULTERATION.—

(1) IN GENERAL.—Section 501(a) (21 U.S.C.
351(a)) 1s amended by striking **; or (3)" and 1n-
serting the follownng- or {(C) if it s a
compounded positron emission tomography drug
and the methods used in, or the facilities and
controls used for, its compounding, processing,
packing, or holding do not conform to or are not
operated or admnistered 1n conformity with the
positron emission tomography compounding
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standards and the offictal monographs of the
United States Pharmacopoewa to assure that
uch drug meets the requirements of this Act as

safety and has the identity and strength, and
«eets the qualuwy and purnty characteristics,
that it purports or i1s represented t0 possess; or

(3)"

(2) SUNSET.—Section 301(a}(2}(C) of the Fed-
eral Food, Drug, and Cosmetic Act (21 U.S.C.
351(a)(2)(C)) shall not apply 4 years after the
date of enactment of this Act or 2 years after the
date on which the Secretary of Health and
Human Services establishes the requirements de-
scribed in subsection (c)1)(B), whichever 1s
later

(c) REQUIREMENTS FOR REVIEW OF APPROVAL
PROCEDURES AND CURRENT GOOD MANUFACTUR-
ING PRACTICES FOR POSITRON EMISSION TOMOG-
RAPHY .—

(1) PROCEDURES AND REQUIREMENTS.—

(A) IN GENERAL.—In order to take account of
the special characteristics of positron emission
tomography drugs and the special techniques
and processes required to produce these drugs,
not later than 2 years after the date of enact-
ment of this Act, the Secretary of Health and
Human Servtces shall establish—

(i) appropriate procedures for the approval of
positron emission tomography drugs pursuant to
section 505 of the Federal Faod, Drug, and Cos-
metic Act (21 U.S.C. 355), and

(ii) appropniate current good manufacturing
practice requirements for such drugs. -

(B) CONSIDERATIONS AND CONSULTATION.—In
establishing the procedures and requirements re-
quired by subparagraph (A), the Secretary of
Health and Human Services shall take due ac-
count of any relevant differences between not-
for-profit institutions that compound the drugs
for their patients and commercial manufacturers
of the drugs. Prior to establishing the proce-
dures and requirements, the Secretary of Healith
and Human Services shall consult with patient
wvocacy groups, professional associations,
nanufacturers, and physicians and scientists li-
censed to make or use positron emission tomog-
raphy drugs.

(2) SUBMISSION OF NEW DRUG APPLICATIONS
AND ABBREVIATED NEW DRUG APPLICATIONS.—

(A) IN GENERAL.—Ezcept as provided in sub-
paragraph (B), the Secretary of Health and
Human Services shall not require the submission
of new drug applications or abbreviated new
drug applications under subsection (b) or {f) of
section 505 (21 U.S.C. 355), for compounded
positron emission tomography drugs that are
not adulterated drugs described in section
501(a)(2)(C) of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 351(a)(2)(C)} (as amended
by subsection (b)), for a period of 4 years after
the date of enactment of this Act, or for 2 years
after the date on which the Secretary estab-
lishes procedures and requirements under para-
graph (1), whichever is longer. -

(B) EXCEPTION.—Nothing in this Act shall
prohibit the voluntary submisston of such appli-
cations or the remew of such applications by the
Secretary of Health and Human Services. Noth-
ing n this Act shall constitute an exemption for
a positron emussion tomography drug from the
requirements of regulations issued under section
505(1) of the Federal Food, Drug, and Cosmetic
Act (21 U.S.C. 355(1)).

(d) REVOCATION OF CERTAIN INCONSISTENT
DOCUMENTS.—Within 30 days after the date of
enactment of this Act, the Secretary of Health
and Human Services shall publish in the Fed-
eral Register a notice terninating the applica-
tion of the follounng notices and rule:

(1) A notice entitled ‘‘Regulation of Positron
Enmussion  Tomography  Radiopharmaceutical
Drug Products; Guidance; Public Workshop',
published 1n the Federal Register on February
27, 1995, 60 Fed. Reg. 10594.

(2} A notice entitled “*Draft Guideline on the
Manufacture of Positron Emussion Tomography
Radiopharmaceutical Drug Products; Avadabil-
ity’", published in the Federal Register on Feb-
ruary 27, 1995, 60 Fed. Reg. 10593.
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(3) A final rule entitled *'Current Good Manu-
facturing Practice for Finished. Pharma-
ceuticals, Posttron Emussion Tomography'', pub-
lished in the Federal Register on Apru 22, 1997,
62 Fed. Reg. 19493 (codified at part 211 of title
21, Code of Federal Regulations).

(e) DEFINITION.—As used 1n this section, the
term ‘‘compounded positron emission tomog-
raphy drug’’ has the meaning giwven the term in
section 201 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 321).

SEC. 122, REQUIREMENTS
RADIOPHARMACEUTICALS.

(a) REQUIREMENTS.—

{1} REGULATIONS.—

(A) PROPOSED REGULATIONS.—Not later than
180 days after the date of enactment of this Act,
the Secretary of Health and Human Seruvices,
after consultation wnth patient advocacy
groups, associations, physicians licensed to use
radiopharmaceuticals, and the regulated indus-
try, shall issue proposed regulations governing
the approval of radiopharmaceuticals. The regu-
lations shall provide that the determination of
the safety and effectiveness of such a
radiopharmaceutical under section 505 of the
Federal Food, Drug, and Cosmetic Act (21
U.S.C. 355) or section 351 of the Public Health
Service Act (42 U.S.C. 262) shall include consid-
eration of the proposed use of the
radiopharmaceutical in the practice of medicine,
the pharmacological and toricological activity
of the radiopharmaceutical (including any car-
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rer or ligand component of the
radiopharmaceutical), and the estimated ab-
sorbed radiation dose of the
radiopharmaceutical.

(B) FINAL REGULATIONS.—Not later than 18
months after the date of enactment of this Act,
the Secretary shall promulgate final regulations
governing the approval of the
radiopharmaceuticals.

(2) SPECIAL RULE.—In the case of a
radiopharmaceutical, the indications for which
such radiopharmaceutical {s approved for mar-
keting may, in appropriate cases, refer to mani-
festations of disease (such as biochemical, phys-
iological, anatomic, or pathological processes)
common to, or present in, one or more disease
states.

(b) DEFINITION.—In this section,
“‘radiopharmaceutical’’ means—

(1) an article—

(A) that is intended for use in the diagnosis or
monitoring of a disease or & manifestation of a
disease in humans; and

(B) that exhibits spontaneous disintegration
of unstable nuclei with the emission of nuclear
particles or photons; or

(2) any nonradioactive reagent kit or nuclide
generator that is intended to be used in the
preparation of any such article.

SEC. 123. MODERNTZATION OF REGULATION.

(a) LICENSES.—

(1) IN GENERAL.—Section 351(a) of the Public
Health Service (42 U.S.C. 262(a)) is amended to
read as follows: .

“(a)(1) No person shall introduce or deliver
for introduction into interstate commerce any
biological product unless—

‘“({A) a biologics license is 1n effect for the bio-
logical product; and

‘(B) each package of the biological product is
plainly marked with—

‘“(1) the proper name of the biological product
contained {n the package;

‘“‘(11) the name, address, and applicable license
number of the manufacturer of the blological
product; and

*‘(ii) the ermration date of the biological
product.

““(2)(A) The Secretary shall establish, by regu-
lation, requirements for the approval, suspen-
s1on, and revocation of biologics licenses.

*“(B) The Secretary shall approve a biologics
license application—

‘(i) on the basis of a demonstration that—
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(1) the brological product that is the subject
of the application 15 safe, pure, and potent; and

“(11) the facility in which the bwological prod-
uct 1s manufactured, processed, packed, or held
meets standards designed to assure that the bio-
logical product continues to be safe, pure, and
potent, and

‘(1) f the applicant (or other appropnate
person) consents to the inspection of the facthity
that 1s the subject of the application, 1n accord-
ance with subsection (c).

““(3) The Secretary shall prescribe require-
ments under which a bwlogical product under-
going 1nvestigation shall be exempt from the re-
qutrements of paragraph (1)."".

(2) ELIMINATION OF EXISTING LICENSE RE-
QUIREMENT.—Section 351(d) of the Public Health
Service Act (42 U.S.C. 262(d)) 1s amended—

(A) by striking *‘(d)(1)"" and all that follows
through ‘‘of this section.",

(B) in paragraph (2)—

(1) by striking ““(2)(A) Upon’ and inserting
“(d)1) Upon'' and -

(ii) by redeswgnating subparagraph (B) as
paragraph (2); and

(C) in paragraph (2) (as so redesignated by
subparagraph (B)j(it))—

(1) by striking ‘‘subparagraph (A)'’ and insert-
ing ‘“‘paragraph (1)"'; and

(i1} by stnking ‘‘this subparagraph’’ each
place it appears and inserting ‘‘this para-
graph™.

(b) LABELING.—Section 351(b) of the Public
Health Service Act (42 U.S.C. 262(b)) 1s amended
to read as follows:

‘*(b) No person shall faisely label or mark any
package or container of any biological product
or alter any label or mark on the package or
container of the biologiwcal product so as to fal-
sify the label or mark."".

(c) INSPECTION.—Section 351(c) of the Public
Health Service Act (42 U.S.C. 262(c)) is amended
by striking ‘‘virus, serum,’’ and all that follows
and inserting *‘diological product.’’.

(d) DEFINITION; APPLICATION.—Section 351 of
the Public Health Service Act (42 U.S.C. 262) 1s
amended by adding at the end the following:

‘“(i) In this section, the term ‘biological prod-
uct’ means a virus, therapeutic serum, tonn,
antitozin, vaccine, blood, blood component or
derivative, allergenic product, or analogous
product, or arsphenamine or denvative of ars-
phenamine (or any other trivalent organic ar-
senic compound), applicable to the prevention,
treatment, or cure of a disease or condition of
human beings.”'.

(e) CONFORMING AMENDMENT.—Section
503(g)(4) (21 U.S.C. 353(g)(4)) is amended—

(1) tn subparagraph (A)—

(A) by striking ‘‘section 351(a)" and inserting
“‘section 351(1)"'; and

(B) by stniking “262(a)’" and inserting
““262(1)""; and
(2) in subparagraph (B)(iii), by striking

“product or establishment license under sub-
section (a) or (d)'' and inserting “biologics li-
cense application under subsection (a)"".

(f) SPECIAL RULE.—The Secretary of Health
and Human Services shall take measures to min-
imize differences in the review and approval of
products required to have approved biologics li-
cense applications under section 351 of the Pub-
lic Health Service Act (42 U.S.C. 262) and prod-
ucts required to have approved new drug appli-
cations under section 505(b)(1) of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C.
355(b)(1)).

(9) APPLICATION OF FEDERAL FoOD, DRUG,
AND COSMETIC ACT.—Section 351 of the Public
Health Service Act (42 U.S.C. 262), as amended
by subsection (d), is further amended by adding
at the end the following:

*“(§) The Federal Food, Drug, and Cosmetic
Act applies to a biological product subject to
regulation under this section, except that a
product for which a license has been approved
under subdsection (a) shall not be required to
have an approved application under section 505
of such Act.”’.
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(h) EXAMINATIONS AND PROCEDURES.—Para-
graph (3) of section 353(d) of the Public Health
Service Act (42 U.S.C. 263a(d}} 1s amended to
read as follows:

*(3) EXAMINATIONS AND PROCEDURES.—The
eramtnations and procedures identified in para-

raph (2) are laboratory exammations and pro-
cedures that have been approved by the Food
and Drug Administration for home use or that,
as determined by the Secretary, are simple lab-
oratory eraminations and procedures that have
an insignificant risk of an erroneous result, in-
cluding those that—

“‘{A) employ methodologies that are so simple
and accurate as to render the likelihood of erro-
neous results by the user negligible, or

‘“(B) the Secretary has determined pose no un-
reasonable risk of harm to the patient i[ per-
Sformed incorrectly.”

SEC. 134 PILOT AND SMALL SCALE MANUFAC-
TURE.

(@) HUMAN DRUGS.—Section 505(c) (21 U.S.C.
355(c)) is amended by adding at the end the fol-

lowing:

‘“(4) A drug manufactured in a ptlot or other
small facility may be used to demonstrate the
safety and effectiveness of the drug and to od-
tain approval for the drug prior to manufacture
of the drug in a larper facility, unless the Sec-
retary makes a determination that a full scale
production facility is necessary to ensure the
safety or effectiveness of the drug.".

{b) ANIMAL DRUGS.—Section 512(c) (21 U.S.C.
M(c))umeudedbyadangatmeem!m
Jollowing.

‘“(4) A drug manu[acmred in a pilot or other
small facility may be used to demonstrate the
safety and effectiveness of the drug and to ob-
tain approval for the drug prior to manufacture
of the drug in a larger facility, unless the Sec-
retary makes a determination that a full scale

production facility is necessary to ensure the
safety or effectiveness of the drug."”’

SEC. 128 INSULIN AND AM!BIWCS.

(a) CERTIPICATION OF DRUGS CONTAINING IN-
SULIN.—

(1) AMENDMENT .—Section 506 (21 U.S.C. 356),
as in effect before the date of the enactment of
this Act, is repealed.

(2) CONFORMING AMENDMENTS.—

(A) Section 301(j) (21 U.S.C. 331(})) is amended
by striking **506, 507,".

(B) Subsection (k) of section 502 (21 U.S.C.
352) is repealed.

(C) Sections 301(i)(1), SI6(/)(I1)(A), and
S10()(1X(D) (21 U.S.C. 331(1)(1), 360(N (1) A).
360(§)(1(D)) are each amended by striking ‘',

(D) Section 801(d)1) (21 U.S.C. 381(d)(1)) is
amended by inserting after *'503(b)’" the follow-
ing: ‘‘or composed wholly or partly of insulin''.

(E) Section 8126(h)(2) of title 38, United States
Code, is amended by inserting ‘‘or’ at the end
of subparagraph (B), by striking **; or” at the
end of subparagraph (C) and inserting aq period,
and by striking subparagraph (D).

(b) CERTIFICATION OF ANTIBIOTICS.—

(1) AMENDMENT —Section 507 (21 U.S.C. 357) is
repeqled.

(2) CONFORMING AMENDMENTS.—

(A) Section 20i(aa) (21 U.S.C. 321(aa)) is
amended by striking out ‘‘or 507", section
201(dg) (21 U.S.C. 321(dd)) 1s amended by strik-
g *'507,”, and section 201(ff)(3)(A) (21 U.S.C.
321(ff)(3)(A)) 1s amended by striking **, certified
as an antibiotic under section 507,"".

(Bj Section 30I(e) (21 U.8.C. 33I(e)) ts amend-
ed by striking **507(d) or (g)."".

(C) Section  306(d)(4)(B)uw) (21 U.S.C.
335a(d)(4(B)(11)) s amended by striking ‘‘or
507",

(D) Section 502 (21 U.S.C. 352) 1s amended by
striking subsection (1).

(E) Section 520(1) (2] U.S.C. 360s(1)) 1s amend-
ed by striking paragraph (4) and by striking *‘or
Antibotic Drugs'' in the subsection heading.

(F) Section 525(a) (21 U.S.C. 360aa(a)) 1is
amended by inserting “or’ at the end of para-
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graph (1), by striking paragraph (2), and by re-
designating paragraph (3) as paragraph (2).

(G) Section 525(a) (21 U.S.C. 360aa(a)) is
amended by striking ', certification of such
drug for such disease or condition under section
507,".

(H) Section 526(a)(1) (21 U.S.C. 360bb) is
amended by striking ‘“‘the submussion of an ap-
plication for certification of the drug under sec-
tion 507,", by inserting “‘or”’ at the end of sub-
paragraph (A), by strikang subparagraph (B),
and by redesignating subparagraph (C) as sub-
paragraph (B).

(I) Section 526(b) (21 U.S.C. 360bb(b)) is
amended—

(i) in paragraph (1), by striking *, a certifi-
cate was issued for the drug under section 507,"";
and

(f{) tin paragraph (2} by striking *, a certifi-
cate has not been issued for the drug under sec-
tion 507, and by strtking ** approoalo[ancp—
plication for certification nder section 507,"

(J) Section 52I(a) (21 U.S.C. 3500::(4)) is
amended dy inserting ‘“‘or™ at the end of para-
graph (1), by striking paragraph (2), by redesig-
nating paragraph (3) as paragraph (2), and by
striking *, issue another certification under sec-

(K) Section 527(b) (21 U.S.C. 360ce(d)) is
amended by striking *, if a certification is is-
sued under section 507 for such a drug,”, *, of
the issuance of the certification under section
507,”, **, issue another certification under sec-
tum507" *, of such certification,’”, **, of the
certification,”, and ‘‘, issuance of other
cerﬂcaﬂaus.".

(L) Section 704(a)1) (21 U.S.C. 374(a)1)) is
amended by striking ** nctumsm (d) or (g}).”.

(M) Section 735(1) (21 U.S.C. 3799(1)(C)) is
amended by inserting “‘or’’ at the end of sub-
paragraph (B), by striking sudparagraph (C),
and by redesignating subparagraph (D) as sub-
paragraph (C).

{N) Subparagraphs (A)(ti) and (B) of sections
5(b)(1) of the Orphan Drug Act (21 U.S.C.
360ee(b)(1)(A), 360ee(d)(1)(B)) are each amended
by striking “‘'or 507",

(0) Section 450(&)(2)(4)(!1)(11) of the Internal
Reoenue Code of 1986 is amended by striking ‘‘or

(P) Section 156(f)(4)(B) of title 35, United
States Code, is amended by striking *‘507," each
place it occurs.

(c) EXPORTATION.—Section 802 (21 U.S.C. 382)
is amended by adding at the end the following:

‘(1) Insulin and antibiotic drugs may be er-
ported without regard to the requirements in
this section if the insulin and antibiotic drups
meet the requirements of section 801(e)(1).".

(d) TRANSITION.—

(1) IN GENERAL.—An application that was ap-
proved by the Secretary of Health and Human
Services before the date of the enactment of this
Act for the marketing of an antibiotic drug
under section 507 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 357), as in effect on
the day bdefore the date of the enactment of this
Act, shall, on and after such date of enactment,
be conswdered to be an application that was sub-
mitted and filed under section 505(b) of such Act
(21 U.8.C. 355(b)) and approved for safety and
effectiveness under section 505(c) of such Act (21
U.S.C. 355(c)), except that if such application
Jor marketing was 1n the form of an abbreviated
application, the application shall be considered
to have been filed and approved under section
505(5) of such Act (21 U.S8.C. 355(j)).

(2) EXCEPTION.—The following subsections of
section 505 (21 U.S.C 355) shall not apply to any
application for marketing in which the drug
that 1s the subjrect of the application contains
an antibiotic drug and the antibiotic drug was
the subject of any application for marketing re-
cetved by the Secretary of Health and Human
Services under section 507 of such Act (21 U.S.C.
357) before the date of the enactment of this Act:

(A)1) Subsections (c)2), (d)6). (e)d4),
(RN A, (DA v), (X2)(B), (1)(4XB),
and (1)(4)(D): and
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(ii) The third and fourth sentences of sub-
section (b)(1) (regarding the filing and publica-
tion of patent information), and

(B) Subsections (b}(2)(A). (b)(2)(B), (b)(3). and
(c)(3) if the tnvestigations relted upon by the ap-
plicant for approval of the application were not
conducted by or for the applicant and for which
the applicant has not obtained a nght of ref-
erence or use from the person by or for whom
the investigations were conducted.

(3) PUBLICATION.—For purposes of this sec-
tion, the Secretary is authonized to make avail-
able to the public the established name of each
antibiotic drug that was the subject of any ap-
plication for marketing recewved by the Sec-
retary for Health and Human Seruvices under
section 507 of the Federal Food, Drug, and Cos-
metic Act (21 U.S.C. 357) before the date of en-
actment of this Act.

(e) DEFINITION.—Section 201 (21 U.S.C. 321),
as amended by section 121(a)(1), is further
amended by adding at the end the following:

“(#) The term ‘antibiotic drug' means any
drug (except drugs for use in amimals other than
humans) composed wholly or partly of any kind
of penicillin, streptomycin, chlortetracycline,
chloramphenicol, bacitracin, or any other drug
intended for human use containing any quan-
tity of any chemical substance which is pro-
duced by a micro-organism and which has the
capacity to tnhidit or destroy micro-organisms in
dilute solution (including a chemically syn-
thesized equivalent of any such substance) or
any derivative thereof.".

SEC. 126. ELIMINATION OF CERTAIN LABELING
REQUIRKMENTS.

(a) PRESCRIPTION DRUGS.—Section 3503(b)(¢)
(21 U.S.C. 353(b)(4)) is amended to read as fol-
lows:

“(4)(A) A drug that is subject to paragraph (1)
shall be deemed to be misdbranded {f at any time
pror to dispensing the label of the drug fails to
bear, at a minwmnum, the symbol ‘Rz only’.

‘“(B) A drug to whkich paragraph (1) does not
apply shall be deemed to be misbranded if at
any time prior to dispensing the label of the
drug bears the symbol described in subpara-
graph (A).”.

(b) MISBRANDED DRUG.—Section 502(d) (21
U.S.C. 352(d)) s repealed.

(c) CONFORMING AMENDMENTS.—

(1) Section 503(b)(1) (21 U.S.C. 353(b)(1)) is
amended—

(A) by striking subparagraph (A); and

{B) by redesignating subparagraphs (B) and
(C) as subparagraphs (A) and (B), respectively.

(2) Section 503(b)(3) (21 U.S.C. 353(b)(3)) is
amended by striking *‘section 502(d) and’’.

(3) Section 102(9)(A) of the Controlled Sud-
stances Act (21 U.S.C. 802(9)(A)) is amended—

(A) in clause (i), by striking *'(1)"; and

(B) by striking ‘(i)' and all that follows.
SEC. 127. APPLICATION OF FEDERAL LAW TO

PRACTICE OF PHARMACY
COMPOUNDING.

(a) AMENDMENT.—Chapter V 1s amended by
inserting after section 503 (21 U.S.C. 353) the fol-
lowing:

“SEC. 503A. PHARMACY COMPOUNDING.

“(a) IN GENERAL.—Sections 501(a)(2}(B},
502(f)(1), and 505 shall not apply to a drug prod-
uct if the drug product is compounded for an
identified individual patient based on the unso-
licited receipt of a valid prescription order or a
notation, approved by the prescribing practi-
tioner, on the prescription order that a
compounded product 1s necessary for the denti-
fied patient, if the drug product meets the re-
quirements of this section, and 1{if the
compounding—

“(1) 15 by—

*‘(A) a licensed pharmacist 1n a State licensed
pharmacy or a Federal facility, or

“(B) a licensed physiwician,
on the prescription order for such individual pa-
tient made by a licensed physician or other l-
censed practitioner authorized by State law to
prescribe drugs, or
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*(2)(A) 1s by a licensed pharmacist or licensed
physician in limited quantities before the receipt
of a valid prescription order for such indinidual
patient; and

*{B) s based on a history of the lcensed
pharmacist or licensed physician receining vahid
prescription orders for the compounding of the
drug product, which orders have been generated
solely wnithin an established relationship be-
tween—

*(1) the licensed pharmacist or licensed physt-
cian; and

“(u)(l) such individual patient for whom the
prescription order will be provided; or

‘“(1f) the physictan or other licensed practi-
tioner who will wnite such prescription order.

*'(b) COMPOUNDED DRUG.—

‘(1) LICENSED PHARMACIST AND LICENSED PHY-
SICIAN.—A drug product may be compounded
under subsection (a) if the licensed pharmacist
or licensed physiwcian—

““(4) compounds the drug product using bulk
drug substances, as defined in regulations of the
Secretary published at section 207.3(a)(4) of Htle
21 of the Code of Federal Regulations—

“'(t) that—

“(I) comply with the standards of an applica-
ble United States Pharmacopoeia or National
Formulary monograph, if a monograph ersts,
and the United States Pharmacopoeia chapter
on pharmacy compounding;

(I} if such a monograph does not exist, are
drug substances that are components of drugs
approved by the Secretary; or

(I} 3f such a monograph does not ezist and
the drug substance is not a component of a drug
approved by the Secretary, that appear on a list
developed by the Secretary through regulations
{ssued by the Secretary under subsection (d);

‘“(1i) that are manufactured by an establish-
ment that is registered under section 510 (includ-
ing a foreign establishment that is registered
under section 510(1)); and

*‘(1ti) that are accompanied by valid certifi-
cates of analysis for each bulk drug substance;

*“{B) compounds the drug product using ingre-
dients (other than bulk drug substances) that
comply unth the standards of an applicable
United States Pharmacopoeta or National For-
mulary monograph, if a monograph erists, and
the United States Pharmacopoeia chapter on
pharmacy compounding;

(C) does not compound a drug product that
appears on a list published by the Secretary in
the Federal Regtster of drug products that have
been withdrawn or removed from the market be-
cause such drug products or components of such
drug products have been found to be unsafe or
nat effective; and

‘“‘{D) does not compound regularly or in inor-
dinate amounts (as defined by the Secretary)
any drug products that are essentially copies of
a commercially avatlable drug product.

‘“(2) DEFINITION.—For purposes of paragraph
(1)(D), the term ‘essentially a copy of a commer-
clally avadable drug product’ does not include a
drug product in which there is a change, made
for an identified individual patient, which pro-
duces for that patient a significant difference,
as deterrned by the prescribing practitioner,
between the compounded drug and the com-
parabdle ¢ ctally tlable drug product.

(3) DRUG PRODUCT.~A drug product may be
compounded under subsection (a) only if—

“{A) such drug product is not a drug product
tdentified by the Secretary by regulation as a
drug product that presents demonstrable dif-
ficulties for compounding that reasonably dem-
onstrate an adverse effect on the safety or effec-
tiveness of that drug product; and

*“(B) such drug product is compounded 1 a
State—

‘(1) that has entered into a memorandum of
understanding with the Secretary which ad-
dresses the distribution of inordinate amounts of
compounded drug products interstate and pro-
vides for appropriate investigation by a State
agency of complaints relating to compounded
drug products distnbuted outside such State; or
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*'(ir) that has not entered into the memoran-

dum of understanding described in clause (1)
and the licensed pharmacist, licensed pharmacy,
or licensed physician distributes (or causes to be
distnibuted) compounded drug products out of
the State in which they are compounded n
quantities that do not erceed 5 percent of the
total prescription orders dispensed or distributed
by such pharmacy or physician.
The Secretary shall, tn consultation with the
National Association of Boards of Pharmacy.
develop a standard memorandum of understand-
mg for use by the States in complying with sub-
paragraph (B)(i).

“(c) ADVERTISING AND PROMOTION.—A drug
may be compounded under subsection (a) only if
the pharmacy, licensed pharmacist, or licensed
physician does not advertise or promote the
compounding of any particular drug, class of
drug, or type of drug. The pharmacy, licensed
pharmactst, or licensed physician may advertise
and promote the compounding service provided
by the licensed pharmacist or licensed physi-
can.

*(d) REGULATIONS.—

‘(1) IN GENERAL.—The Secretary shall issue
regulations to implement this section. Before is-
sutng regulations to implement subsections
(O)INA)NIID), (b)(1)(C), or (b)(3)(A), the Sec-
retary shall convene and consult an advisory
commattee on compounding uniess the Secretary
determines that the issuance of such regulations
before consultation is necessary to protect the
public health. The advisory commiitee shall in-
clude representatives from the National Associa-
tion-of Boards of Pharmacy, the United States
Pharmacopoeia, pharmacy, physician, and
consumer organizations, and other erperts se-
lected by the Secretary.

“‘2) LIMITING COMPOUNDING.—The Secretary,
in consultation with the United States Pharma-
copoeia Convention, Incorporated, shall promul-
gate regulations identifying drug substances
that may be used in nding under sub-
section (bY(I)(A)(ANIII) for which a monograph
does not erist or which are not components of
drug products approved by the Secretary. The
Secretary shall include in the regulation the cri-
teria for such substances, which shall include
historical use, reports in peer reviewed medical
literature, or other criteria the Secretary may
identify.

‘‘te}) APPLICATION.—This section
apply to—

‘(1) compounded positron emission tomog-
raphy drugs as defined in section 201(il); or

*“(2) radiopharmaceuticals.

*“(f) DEFINITION.—As used in this section, the
term ‘compounding’ does not include mizring, re-
constituting, or other such acts that are per-
Jormed in accordance with directions contained
in approved labeling promded by the product’s
manufacturer and other manufacturer direc-
tions consistent with that labeling."’.

(b) EFFECTIVE DATE.—Section 503A of the
Federal Food, Drug, and Cosmetic Act, added
by subsection (a), shall take effect upon the ez-
piration of the 1-year pertod beginning on the
date of the enactment of this Act.

SEC. 128. REAUTHORIZATION OF CLINICAL PHAR-
MACOLOGY PROGRAM.

Section 2 of Public Law 102-222 (105 Stat.
1677) is amended—

(1) in subsection (a), by striking ‘‘a grant’’
and all that follows through *‘Such grant'’ and
inserting the following: *‘grants for a pilot pro-
gram for the training of individuals in clinical
pharmacology at appropniate medical schools.
Such grants’'; and

(2) 1n subsection (b), by stnking “‘to carry out
this section’’ and inserting ‘*, and for fiscal
years 1998 through 2002 $3,000,000 for each fiscal
year, to carry out this section’”.

SEC. 1#9. REGULATIONS FOR SUNSCREEN PROD-
UCTS.

Not later than 18 months after the date of en-

actment of this Act, the Secretary of Health and

shall not
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Human Services shall 1ssue requlations for over-

the-countey sunscreen products for the preven-

tion or treatment of sunburn.

SEC. 130. REPORTS OF POSTMARKETING AP-
PROVAL STUDIES.

(a) IN GENERAL.—Chapter V, as amended by
section 116, is further amended by inserting
after section 506A the following:

“SEC. 506B. REPORTS OF POSTMARKETING STUD-
IES. '

“‘(a) SUBMISSION . —

(1) IN GENERAL.—A sponsor of a drug that
has entered into an agreement with the Sec-
retary to conduct a postmarketing study of a
drug shall submit to the Secretary, within 1 year
after the approval of such drug and annually
thereafter until the study 15 completed or termi-
nated, a report of the progress of the study or
the reasons for the failure of the sponsor to con-
duct the study. The report shall be sudmitted in
such form as is prescribed by the Secretary in
regulations issued by the Secretary.

*‘(2) AGREEMENTS PRIOR TO EFFECTIVE DATE.—
Any agreement entered into between the Sec-
retary and a sponsor of a drug, prior to the date
of enactment of the Food and Drug Administra-
tion Modernization Act of 1997, to conduct a
postmarketing study of a drug shall be subfect
to the requirements of paragraph (1). An initial
report for such an agreement shall be submitted
within 6 months after the date of the issuance of
the requlations under paragraph (1).

‘‘(b) CONSIDERATION OF INFORMATION AS PUB-
LIC INFORMATION.—Any information pertaining
to a report described in subsection (a)} shall be
considered to be public information to the ertent
that the information is

‘(1) to identify the sponsor: and

‘“(42) to establish the status of a study de-
scrided in subsection (a) and the reasons, if any,
for any fatlure to carry out the study.

“(¢) STATUS OF STUDIES AND REPORTS.—The
Secretary shall annually develop and publish in
the Federal Register g report that provides in-
formation on the status of the postmarketing
studies—

‘(1) that sponsors have entered into agree-
ments to conduct; and

‘'(2) for which reports have been submutted
under subsection (a)(1).".

(b) REPORT TO CONGRESSIONAL COMMITTEES.—
Not later than October 1, 2001, the Secretary
shall prepare and submit to the Committee on
Labor and Human Resources of the Senate and
the Committee on Commerce of the House of
Representatives a report containing—

(1) a summary of the reports submitted under
section 506B of the Federal Food, Drug, and
Cosmetic Act;

(2) an evaluation of—

{A) the performance of the sponsors referred
to 1n such section in fulfilling the agreements
with respect to the conduct of postmarketing
studies described in such section of such Act;
and

(B) the timeliness of the Secretary's review of
the postmarketing studies; and

(3) any legisiative recommendations respecting
the postmarketing studies.

SEC. 131. NOTIFICATION OF DISCONTINUANCE OF
A LIFE SAVING PRODUCT.

(@) IN GENERAL—Chapter V, as amended by
section 130, is further amended by inserting
after section 5068 the following:

“SEC. 306C. DISCONTINUANCE OF A LIFE SAVING
PRODUCT.

‘‘(a) IN GENERAL.—A manufacturer that is the
sole manufacturer of a drug—

‘“(1) that is— R

‘“(A) life-supporting;

“(B) life-sustaining; or

“(C) intended for use in the prevention of a
debilitating disease or condition;

‘“(2) for which an application has been ap-
proved under section 505(b) or 505(5): and

*(3) that 1s not a product that was onginally
derved from human tissue and was replaced by
a recombinant progduct,
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shall notify the Secretary of a discontinuance of
the manufacture of the drug at least 6 months
priar to the date of the discontinuance.

‘*(b) REDUCTION IN NOTIFICATION PERIOD.—

he notification pertod required under sub-

stion (a) for a manufacturer may be reduced
.f the manufacturer certifies to the Secretary
that good cause exists for the reduction, such as
a situation tn which—

‘(1) a public health problem may result from
continuation of the manufacturing for the 6-
month period;

“(2) a biomatenals shortage prevents the con-
tinuation of the manufacturing for the 6-month
period;

“{3) o liability problem may enist for the man-
ufacturer if the manufactunng is continued for
the 6-month period;

‘(4) continuation of the manufactuning for
the 6-month period may cause substantial eco-
nomic hardship for the manujfacturer;

*(5) the manufacturer has filed for K bank-
ruptcy under chapter 7 or 11 of title 11, United
States Code; or

‘*(6) the manufacturer can continue the dis-
tribution of the drug involved for 6 months.

“(c) DISTRIBUTION.—To the mazrimum extent
practicable, the Secretary shall distribute infor-
mation on the discontinuation of the drugs de-
scribed in subsection (a) to appropriate physi-
cian and patient organizations.’’.

TITLE O—IMPROVING REGULATION OF

DEVICES
INVESTIGATIONAL DEVICE EXEMP-
. TIONS.

(a) IN GENERAL.—Section 520(g) (21 US.C.
3604(g)) is amended by adding at the end the fol-
1

SEC. 201.

owing:

““(6)(A) Not later than 1 year after the date of
the enactment of the Food and Drug Adminis-
tration Modernization Act of 1997, the Secretary
shall by regulation establish, with respect to a
device for which an eremption under this sub-
section is in effect, procedures and conditions
that, without requiring an additional approval
of an application for an eremption or the ap-
proval of a supplement to such an application,
permit—

“(i) developmental changes in the device (in-
cluding manufacturing changes) that do not
constitute a significant change in design or in
basic principles of operation and that are made
in response to information gathered during the
course of an tnvestigation; and

“(i1) changes or modifications to clinical pro-
tocols that do not affect—

“(I) the validity of data or information result-
ing from the completion of an approved proto-
col, or the relationship of likely patient risk to
benefit relied upon to approve a protocol;

“(II) the scientific soundness of an investiga-
tional plan submitted under paragraph (3)(A);
or

*“(I1I) the rights, safety, or welfare of the
‘human subjects involved in the investigation.

‘“(B) Regulations under subparagraph (A)
shall provide that a change or modification de-
scribed in such subparagraph may be made if—

‘(1) the sponsor of the investigation deter-
mines, on the basis of credible information (as
defined by the Secretary) that the applicable
conditions under subparagraph (A) are met; and

‘(i) the sponsor submitts to the Secretary, not
later than 5 days after making the change or
modification, a notice of the change or modifica-
tion.

‘“(THA) In the case of a person intending to
investigate the safety or effectiveness of a class
II1 device or any implantable device, the Sec-
retary shall ensure that the person has an op-
portunity, prior to submitting an application to
the Secretary or to an institutional review com-
mittee, to submit to the Secretary, for review, an
tnvestigational plan (including a clinical proto-
col). If the applicant submits a written request
for a meeting with the Secretary regarding such
review, the Secretary shall, not later than 30

days after recetving the request, meet with the
applicant for the purpose of reaching agreement
regarding the investigational plan (including a
clinical protocol). The written request shall in-
clude a detailed description of the device, a de-
tailed descniption of the proposed conditions of
use of the device, a proposed plan (including a
clinical protocol) for determuining whether there
is a reasonable assurance of effectiveness, and,
if available, information regarding the erpected
performance from the device.

‘“(B) Any agreement regarding the parameters
of an tnvestigational plan (including a clinical
protocol) that is reached between the Secretary
and a sponsor or applicant shall be reduced to
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writing and made part of the administrative

record by the Secretary. Any such agreement
shall not be changed, except—

(i) with the written agr
or applicant; or

‘(1) pursuant to a decision, made in accord-

-ance with subparagraph (C) by the director of
the office in which the device involved is re-
viewed, that a substantial scientific issue essen-
—tial to determining the safety or effectiveness of
the device involved has been identified.

*“(C) A decision under subparagraph (B)(ii) by
the director shall be in writing; and may be
made only after the Secretary has provided to
the sponsor or applicant an opportunity for a
meeting at which the director and the sponsor
or applicant are present and at which the direc-
tor documents the scientific 1ssue involved.".

(b) ACTION ON  APPLICATION.—Section
S515(d)(1X(B) (21 U.S.C. 360e(d)(1)(B)) is amended
by adding at the end the following:

““(iil) The Secretary shall accept and reuiew
statistically valid and reliable data and any
other information from investigations conducted
under the authority of regulations required by
section 520(g) to make a determination of wheth-
er there is a reasonable assurance of safety and
effectiveness of a device subject to a pending ap-
plication under this section {f—

*“(I) the data or information is derived from
investigations of an earlier version of the device,
the device has been modified during or after the
investigations (but prior to submission of an ap-
plication under subsection (¢)) and such a modi-
fieation of the device does not constitute a sig-
nificant change in the design or in the basic
principles of operation of the device that would
invalidate the data or information; or

‘“(11) the data or information relates to a de-
vice approved under this section, is availadle for
use under this Act, and is relevant to the design
and intended use of the device for which the ap-
plication is pending.”’.

SEC. 362, SPECIAL REVIEW FOR CERTAIN DE-
VICES.

Section 515(d) (21 U.S.C. 360e(d)) 1s amended—

(1) by redesignating paragraph (3) as para-
graph (4); and

(2) by adding at the end the following:

‘“(5) In order to provide for more effective
treatment or diagnosts of life-threatening or fr-
reversibly debilitating human diseases or condi-
tions, the Secretary shall provide review priority
Jor devices—

‘‘(A) representing breakthrough technologies,

“(B) for which no approved alternatives erist,

*(C) which offer significant advantages over
eristing approved alternatives, or

‘(D) the availability of which 15 in the best
interest of the patients.".

SEC. 203. EXPANDING HUMANITARIAN USE OF DE-
VICES.

Section 520(m) (21 U.S.C. 360)(m)) 1s amend-
ed—

(1) in paragraph (2), by adding after and
below subparagraph (C) the following sentences:
““The request shall be in the form of an applica-
tion submitted to the Secretary. Not later than
75 days after the date of the receipt of the appli-
cation, the Secretary shall issue an order ap-
proving or denying the application.”,

(2) 1. paragraph (4)—

t of the sp v
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(A) in subparagraph (B), by inserting after
*“(2)(A)" the following. **, unless a physictan de-
termines 1n an emergency situation that ap-
proval from a local institutional review commit-
tee can not be obtained in time to prevent seri-
ous harm or death to a patient’’; and

(B) by adding after and below subparagraph
(B) the following
“In a case described in subparagraph (B) in
which a physician uses a device without an ap-
proval from an institutional review committee,
the physician shall, after the use of the device,
notify the chairperson of the local institutional
review committee of such use. Such notification
shall include the wdentification of the patient in-
volved, the date on which the device was used,
and the reason for the use.”;

(3) by amending paraoraph (5) to read as fol-
lows:

‘“(5) The Secretary may require a person
granted an eremption under paragraph (2) to
demonstrate continued compliance with the re-
quirements of this subsection if the Secretary be-
lieves such demonstration to be necessary to
protect the public health or if the Secretary has
reason to believe that the criteria for the exzemp-
tion are no longer met.”’; and

(4) by amending paragraph (6) to read as fol-

lows:

*(6) The Secretary may suspend or withdraw
an exemption from the effectiveness require-
ments of sections 514 and 515 for a humani-
tarian device only after providing notice and an
opportunity for an informal hearing.”".

SEC. 204. DEVICE STANDARDS. R

(a) ALTERNATIVE PROCEDURE.—Section 514 (21
U.S.C. 360d) is amended by adding at the end
the following:

“Recognition of a Standard

“(c)(1)(A) In addition to establishing a per-
formance standard under this section, the Sec-
retary shall, by pudlication in the Federal Reg-
ister, recognize all or part of an appropriate
standard established by a nationally or inter-
nationally recognized standard development or-
ganization for which a person may submit a
declaration of conformity in prder to meet a pre-
market submission requirement or other require-
ment under this Act to which such standard is
applicable.

(B} If a person elects to use a standard rec-
ognized by the Secretary under subparagraph
(A) to meet the requirements described in such
subparagraph, the person shall provide a dec-
laration of conformity to the Secretary that cer-
tifies that the device 1s in conformity with such
standard. A person may elect to use data, or in-
formation, other than data required by a stand-
ard recognized under subparagraph (A) to meet
any requirement regarding devices under this
Act.

*(2) The Secretary may withdraw such rec-
ognition of a standard through publication of a
notice in the Federal Register if the Secretary
determines that the standard is no longer appro-
priate for meeting a requirement regarding de-
vices under this Act.

*“(3)(A) Subject to subparagraph (B), the Sec-
retary shall accept a declaration of conformity
that a device is in conformity with a standard
recognized under paragraph (1) unless the Sec-
retary finds—

‘(i) that the data or information submitted to
support such declaration does not demonstrate
that the device 1s 1tn conformity with the stand-
ard identified 1n the deciaration of conformity;
or

‘(i) that the standard identified in the dec-
laration of conformity 1s not applicable to the
particular device under review.

“(B) The Secretary may request, at any time,
the data or information rehied on by the person
to make a declaration of conformity with respect
to a standard recogmzed under paragraph (1}.

“(C) A person making a declaration of con-
formity with respect to a standard recognized
under paragraph (1) shall maintain the data
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and nformation demonstrating conformity of
the device to the standard for a period of two
—ears after the date of the classification or ap-
val of the device by the Secretary or a period
tal to the erpected design life of the device,

Jhichever 1s longer.”’

(b) SECTION 301.—Section 301 (21 U.S.C. 331) 1s
amended by adding at the end the follouing:

“‘(z) The faisification of a declaration of con-
SJormuity sudbmitted under section 514(c) or the
SJauure or refusal to provide data or information
requested by the Secretary under paragraph (3)
of such section.’'.

(c) SECTION 501.—Section 501(e) (21 U.S.C.
351(e)) 1s amended—

(1) by strniking ‘“‘(e)” and {nserting ‘‘(e)(1)"’;
and

(2) by inserting at the end the foliounng:

‘(2) If it 1s declared to be, purports to be, or
is represented as. a device that is in conformity
with any standard recognized under section
514(c) unless such device 15 in all respects in
conformity with such standard.’’.

(d) CONFORMING  AMENDMENTS.—Section
514(a) (21 U.S.C. 360d(a)) 1s amended—

(1) ,m paragraph (1), in the second sentence,
by striking ‘“‘under this section’® and inserting
“‘under subsection (b)"";

(2) 1n paragraph (2), in the matter preceding
subparagraph (A), by striking ‘‘under this sec-
tion’’ and inserting ‘‘under subsection (b)"";

(3) in paragraph (3), by striking ‘“‘under this
section’’ and inserting ‘“‘under subsection (b)'";
and

(4) in paragraph (4), in the matter preceding
subparagraph (A), by striking “this section’’
and inserting ‘‘this subsection and subsection
(I i
SEC. 208. SCOPE OF REVIEW; COLLABORATIVE DE-

TERMINATIONS OF DEVICE DATA RE-
QUIREMENTS. -

(a) SECTION 513(a).—Section 513(a)(3) (21
"1.8.C. 360c(a)(3)) is amended by adding at the

d the following:

‘“(C) In making a deterrination of a reason-
J4ble assurance of the effectiveness of a device
Sfor which an application under section 515 has
been submitted, the Secretary shall consider
whether the extent of data that otherwise would
be required for approval of the application with
respect to effectiveness can be reduced through
reliance on postmarket controls.

“(D)Xi) The Secretary, upon the written re-
Quest of any person intending to submit an ap-
plication under section 515, shall meet with such
person to determine the type of valid scientific
evidence (within the meaning of subparagraphs
(A) and (B)) that will be necessary to dem-
onstrate for purposes of approval of an applica-
tion the effectiveness of a device for the condi-
Hons of use proposed by such person. The writ-
ten request shall include a detailed description
of the device, a detatled description of the pro-
posed conditions of use of the device, a proposed
plan for determining whether there is a reason-
able assurance of effectiveness, and, if avaul-
able, information regarding the expected per-
formance from the device. Within 30 days after
such meeting, the Secretary shall specify in
writing the type of valid scientific evidence that
will provide a reasonable assurance that a de-
vice is effective under the conditions of use pro-
posed by such person.

*(ii) Any clinical data, including one or more
well-controlled investigations, specified in writ-
ing by the Secretary for demonstrating a reason-
able assurance of device effectiveness shall be
specified as result of a determination by the Sec-
retary that such data are necessary to estabdlish
dewvice effectiveness. The Secretary shall con-
sider, 1n consultation with the applicant, the
least burdensome appropnriate means of evaluat-
19 device effectiveness that would have a rea-
mable likelihood of resuiting in approval.

*‘(ti1) The determination of the Secretary with
respect to the specification of valid scientific
evidence under clauses (1) and (ii) shall be bind-
ing upon the Secretary, unless such determina-
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tion by the Secretary could be contrary to the
public health.’'.

(b) SECTION 513(1).—Section 513()(1) (21
U S.C. 360c(1)(1)) 1s amended by adding at the
end the folloung:

‘“(C) To facilitate reviews of reports submutted
to the Secretary under section 510(k), the Sec-
retary shall consider the ertent to which reli-
ance on postmarket controls may expedite the
classification of devices under subsection (f)(1)
of this section.

‘(D) Whenever the Secretary requests infor-
mation to demonstrate that devices with differ-
ng technological charactenstics are substan-
tially equivalent, the Secretary shall only re-
quest information that is necessary to making
substantial equivalence determinations. In mak-
ing such request, the Secretary shall consider
the least burdensome means of demonstrating
substantial equivalence and request information
accordingly.

“(E)(1) Any determunation by the Secretary of
the intended use of a device shall be based upon
the proposed labeling submitted in a report for
the device under section 510(k). However, when
determuning that a device can be found substan-
tially equivalent to a legally marketed device,
the director of the organizational unit respon-
stble for regulating devices (in this subpara-
graph referred to as the ‘Director’) may require
a statement in labeling that provides appro-
priate information regarding a use of the device
not identified in the proposed labeling if, after
providing an opportunity for consultation with
the person who submitted such report, the Di-
rector determines and states in writing—

‘(1) that there is a reasonable likelthood that
the device wnll be used for an intended use not
identified in the proposed labeling for the de-
vice; and

““(1I) that such use could cause harm.

(i) Such determination shall—

“(I) be provided to the person who submitted
the report within 10 days from the date of the
notification of the Directar’s concerns regarding
the proposed labeling;

‘“(II) specify the limitations on the use of the
device not included in the proposed labeling;
and

“(111) find the device substantially equivalent
if the requirements of subparagraph (A) are met
and if the labeling for such device conforms to
the ltmitations specified in subclause (11).

(i) The responswilities of the Director
under this subparagraph may not be delegated.

‘“‘(iv) This subparagraph has no legal effect
after the expiration of the five-year perod be-
ginning on the date of the enactment of the
Food and Drug Admimistration Modernization
Act of 1997."".

(c) SECTION 515(d).—Section 515(d) (21 U.S.C.
360e(d)) is amended—

(1) wn paragraph (1)(A), by adding after and

below clause (ii) the following:
“In making the determination whether to ap-
prove or deny the application, the Secretary
shall rely on the conditions of use included in
the proposed labeling as the basis for determin-
ing whether aor not there is a reasonable assur-
ance of safety and effectiveness, if the proposed
labeling is neither false nor misleading. In de-
termining whether or not such labeling is false
or misleading, the Secretary shall fairly evalu-
ate all matenal facts pertinent to the proposed
labeling.'’; and

(2) by adding after paragraph (5) (as added by
section 202(2)) the following:

“(6)(A)(1) A supplemental application shall be
required for any change to a device subject to
an approved application under this subsection
that affects safety or effectiveness, unless such
change 1s a modification in a manufacturing
procedure or method of manufactuning and the
holder of the approved application submits a
written notice to the Sectetary that describes in
detail the change, summarizes the data or infor-
mation supporting the change, and informs the
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Secretary that the change has been made under
the requirements of section 520(f).

‘(1) The holder of an approved application
who submits a notice under clause (1) with re-
spect to a manufacturing change of a device
may distribute the device 30 days after the date
on which the Secretary recetves the notice, un-
less the Secretary within such 30-day period no-
tifies the holder that the notice 1s not adequate
and describes such further information or action
that 1s required for acceptance of such change.
If the Secretary notifies the holder that a sup-
plemental application 1s required, the Secretary
shall review the supplement within 135 days
after the receipt of the supplement. The time
used by the Secretary to remiew the notice of the
manufacturing change shall be deducted from
the 135-day review period if the notice meets ap-
propriate content requirements for premarket
approval supplements.

“(B)(1) Subject to clause (ii), in remewrng a
supplement to an approved application, for an
incremental change to the design of a device
that affects safety or effectiveness, the Secretary
shall approve such supplement {f—

“(I) nonclinical data demonstrate that the de-
sign modification creates the intended addi-
tional capacity, function, or performance of the
device; and

*“(I1) clinical data from the approved applica-
tion and any supplement to the approved appli-
cation provide a reasonable assurance of safety
and effectiveness for the changed device.

“(i1i)) The Secretary may require, when nec-
essary, additional clinical data to evaluate the
design modification of the device to provide a
reasonable assurance of safety and effective-
ness.”.

SEC. 208. PREMARKET NOTIFICATION.
(a) SECTION 510.—Section 510 (21 U.S.C. 360) is

(1) in subsection (k), in the matter preceding
paragraph (1), by adding after “‘report to the
Secretary'’ the following: ‘‘or person who is ac-
credited under section 523(a)”*; and

(2) by adding at the end the following sub-
sections:

“(1) A report under subsection (k) is not re-
quired for a device intended for human use that
is exempted from the requirements of this sub-
section under subsection (m) or 18 wnthin a type
that has been clasnified into class I under sec-
tion 513. The exception established in the pre-
ceding sentence does not apply to any class [
device that {s intended for a use which {s of sud-
stantial importance in preventing wnpairment of
human health, or to any class I device that pre-
sents a potential unreasonable risk of illness or
infury.

‘“m)(1) Not later than 60 days after the date
of enactment of the Food and Drug Administra-
tHon Modernization Act of 1997, the Secretary
shall publish in the Federal Register a list of
each type of class II device that does not require
a report under subsection (k) to provide reason-
able assurance of safety and effectiveness. Each
type of class Il device identified by the Sec-
retary as not requiring the report shall be ex-
empt from the requirement to provide a report
under subsection (k) as of the date of the publi-
cation of the list in the Federal Register.

'‘(2) Beginning on the date that is I day after -
the date of the publication of a list under this
subsection, the Secretary may exempt a class Il
device from the requirement to submut a report
under subsection (k). upon the Secretary's own
nitiative or a petitton of an interested person, if
the Secretary determines that such report is not
necessary to assure the safety and effectiveness
of the device. The Secretary shall publish in the
Federal Register notice of the intent of the Sec-
retary to exempt the device, or of the petition,
and provide a 30-day pericd for public comment.
Within 120 days after the issuance of the notice
in the Federal Register, the Secretary shall pub-
lish an order in the Federal Register that sets
forth the final deterrmnation of the Secretary
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regarding the eremption of the device that was
the subject of the notice. If the Secretary fails to
respond to a petition within 180 days of receiv-
ing it, the petition shall be deemed to be grant-

(b) SECTION 513(f).—Section 513(f) (21 U.S.C.
360c(f)) 1s amended by adding at the end the fol-
lowing:

*‘(5) The Secretary may not withhold a deter-
mination of the initial classification of a dewnce
under paragraph (1) because of a failure to com-
ply with any prowsion of this Act unrelated to
a substantial equivalence decision, including a
finding that the facllity in which the device is
manufactured 1s not in complance with good
manufacturing requirements as set forth in reg-
ulations of the Secretary under section 520(f)
(other than a finding that there is a substantial
likelihood that the failure to comply with such
regulations will potentially present a serious
risk to human health)."".

(c) SECTION 513(i).—Section 513(i)(1) (21 U.S.C.
360c(1)), as amended by section 205(b), is amend-
ed—

(1) in subparagraph (A)(ii)—

(A) in subclause (I), by striking ‘‘clinical
data’ and inserting ‘‘appropriate clinical or sci-
entific data’ and by inserting *‘or @ person ac-
credited under section 523 after “‘Secretary™;
and

(B) in subclause (II), by striking “‘efficacy”
and {nserting ‘‘effectiveness’’; and

(2) by adding at the end the following:

“(F) Not later than 270 days after the date of
the enactment of the Food and Drug Adminis-
tration Modernization Act of 1997, the Secretary
shall issue guidance specifying the general prin-
ciples that the Secretary will consider in deter-

mining when a specific intended use of a device *

is not reasonably included within a general use
of such device for purposes of a determination of
substantial equivalence under subsection (f) or
section 520(1)."".
SEC. 307. EVALUATION OF AUTOMATIC CLASS Il
DESIGNATION.

Section 513(f) (21 U.8.C. 360c(f)), as amended
by section 206(b), is amended—

(1) in paragraph (1)—

(A) in subparagraph (B), by striking ‘‘para-
graph (2)" and inserting “‘paragraph (3)"; and

(B) in the last sentence, by striking “‘para-
graph (2)' and inserting ‘‘paragraph (2) or (3)°";

(2) by redesignating paragraphs (2) and (3) as
paragraphs (3) and (4), respectively, and

(3) by inserting after paragraph (1) the follow-

ing

“(2)(A) Any person who submits a report
under section 510(k) for a type of device that
has not been previously classified under this
Act, and that is classified wnto class III under
paragraph (1), may request, within 30 days after
receiving written notice of such a classification,
the Secretary to classify the device under the
criteria set forth in subparagraphs (A) through
(C) of subsection (a)(1). The person may, in the
request, recommend to the Secretary a classifica-
tion for the device. Any such request shall de-
scribe the device and provide detailed informa-
tion and reasons for the recommended classifica-

tion.

“(B)(1) Not later than 60 days after the date
of the submussion of the request under subpara-
graph (A), the Secretary shall by written order
classify the device tnvolved. Such classification
shall be the wnitial classification of the device
for purposes of paragraph (1) and any dewce
classified under this paragraph shall be a predi-
cate device for detemmining substantial equiva-
lence under paragraph (1).

““(ii) A device that remains in class III under
this subparagraph shall be deemed to be adul-
terated within the meaming of section
S501¢f}(1)(B) until approved under section 515 or
exempted from such approval under section
520(g).

‘“(C) Within 30 days after the issuance of an
order classifying a device under this paragraph,
the Secretary shall publish a notice in the Fed-
eral Reqister announcing such classification.”’.
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SEC. 208. CLASSIFICATION PANELS.

Section 513(b) (21 U.S.C. 360c(b)) 1s amended
by adding at the end the following:

“(5) Classification panels covenng each type
of device shall be scheduled to meet at such
times as may be appropniate for the Secretary to
meet applicable statutory deadlines.

‘“(6)(A) Any person whose device ts specifi-
cally the subject of remiew by a classification
panel shall have—

‘“(i) the same access to data and information
submitted to a classification panel (except for
data and information that are not available for
public disclosure under section 552 of title 5,
United States Code) as the Secretary;

‘(i) the opportunity to submit, for review by
a classification panel, information that is based
on the data or m/ormatwn prom'ded m the ap-

j o ad
plication submitted under section 515 by the per-

son, which information shall be submitted to the
Secretary for prompt transmittal to the classi-
fication panel; and

‘“(ii1) the same opportunity as the Secretary to
participate in meetings of the panel.

‘“(B) Any meetings of a classification panel
shall provide adeguate time for initial presen-
tations and for response to any diffening views
by persons whose devices are specifically the
subject of a classification panel review; and
shall encourage free and open participation by
all interested persons.

“(7) After receiving from a classification panel
the conclusions and recommendations of the
panel on a matter that the panel has reviewed,
the Secretary shall review the conclusions and
recommendations, shall make a final decision on
the matter in accordance .with section 515(d)(2),
and shall notify the affected persons of the deci-
sion 1n writing and, if the decision differs from
the conclusions and recommendations of the
panel, shall include the reasons for the dif-
ference.

“(8) A classification panel under this sud-
section shall not be subject to the annual char-
tering and annual report requtranents of the
Federal Advisory Committee Act.”.

SEC. 208. CERTAINTY OF xxvmw rnmm.uas.-
COLLABORATIVE REVIEW PROCESS.

(a) CERTAINTY OF REVIEW TIMEFRAMES.—Sec-
tion 510 (21 U.S.C. 360), as amended by section
206(a)(2), is amended by adding at the end the
following subsection:

*(n) The Secretary shall review the report re-
quired in subsection (k) and make a determina-
tion under section 513(f)(1) not later than 90
days after receiving the report."".

(b) COLLABORATIVE REVIEW PROCESS.—Sec-
tion 515(d) (21 U.S.C. 360e(d)), as amended by
section 202(1), s amended by inserting after
paragraph (2) the followng:

“(3)(A)1) The Secretary shall, upon the writ-
ten request of an applicant, meet with the appli-
cdnt, not later than 100 days after the receipt of
an application that has been filed as complete
under subsection (c), to discuss the review sta-
tus of the application.

‘(1) The Secretary shall, in writing and prior
to the meeting, provide to the applicant a de-
scription of any deficiencies in the application
that, at that pornt, have been identified by the
Secretary based on an intenim review of the en-
tire application and identify the information
that is required to correct those deficienctes.

“(i1i) The Secretary shall notify the applicant
promptly of—

“¢I) any additional defictency identified n
the application, or

“(1I) any additional information required to
achieve completion of the review and final ac-
tion on the application,
that was not described as a defictency n the
wrnitten description provided by the Secretary
under clause (ii).

*(B) The Secretary and the applicant may. by
mutual consent, estabiish a different schedule
for a meeting required under this paragraph.
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SEC. 210. ACCREDITATION OF PERSONS FOR RE-
VIEW OF PREMARKET NOTIFICATION
REPORTS.

(a) IN GENERAL.—Subchapter A of chapter vV
ts amended by adding at the end the follounng:
“SEC. 523. ACCREDITED PERSONS.

**{a} IN GENERAL.—

‘(1) REVIEW AND CLASSIFICATION OF DE-
VICES.—Not later than | year after the date of
the enactment of the Food and Drug Adminis-
tration Moderniwzation Act of 1997, the Secretary
shall, subject to paragraph (3), accredit persons
for the purpose of revieunng reports submitted
under section 510(k) and making recommenda-
tions to the Secretary regarding the initial clas-
sification of devices under section 513(f)(1).

“(2) REQUIREMENTS REGARDING REVIEW.—

‘(A) IN GENERAL.—In making a recommenda-
tion to the Secretary under paragraph (1), an
accredited person shall notify the Secretary in
writing of the reasons for the recommendation.

‘(B) TIME PERIOD FOR REVIEW.—Not later

than 30 days after the date on which the Sec-
retary is notified under subparagraph (A) by an
accredited person with respect to a recommenda-
tion of an initial classification of a device, the
Secretary shall make a determination with re-
spect to the initial classification.
*“(C) SPECIAL RULE.—The Secretary may
change the initial classtfication under sectton
513(f)(1) that is recommended under paragraph
(1) by an accredited person, and in such case
shall provide to such person, and the person
who submitted the report under section 510(k)
for the device, a statement explaining in detail
the reasons for the change.

‘“(3) CERTAIN DEVICES.—

“(A) IN GENERAL.—An accredited person may
not be used to perform a review of—

*(1) a class I1] device;

““(i1) a class Il device which is intended to be
permanently implantable or life sustaining or
life supporting; or

“(1ii) a class II device which reguires clinical
data in the report submitted wnder section
510(k) for the device, except that the number of
class Il devices to which the Secretary applies
this clause for a year, less the number of such
reports to which clauses (1) and (i) apply, may
not erceed 6 percent of the number that is equal
to the total number of reports submitted to the
Secretary under such section for such year less
the number of such reports to which such
clauses apply for such year.

“(B) ADJUSTMENT.—In deterrmiming for a year
the ratio described in subparagraph (A)1il}, the
Secretary shall not include in the numerator
class 111 devices that the Secretary reclassified
into class II, and the Secvetary shall include in
the denominator class Il devices for which re-
ports under section 510(k) were not required to
be submitted by reason of the operation of sec-
ton 510(m).

*‘(b) ACCREDITATION.—

(1) PROGRAMS.—The Secretary shall provide
for such accreditation through programs admin-
istered by the Food and Drug Administration,
other government agencies, or by other qualified
nongovernment organizations.

‘“(2) ACCREDITATION.—

“(A) IN GENERAL.—Not later than 180 days
after the date of the enactment of the Food and
Drug Administration Modernization Act of 1997,
the Secretary shall establish and publish in the
Federal Register critenia to accredit or deny ac-
creditation to persons who request to perform
the duties specified 1n subsection (a). The Sec-
retary shall respond to a request for accreduta-
tion within 60 days of the receipt of the request.
The accreditation of such person shall specify
the particular activities under subsection (a) Jor
whzch such person 1s accredited.

“(B) WITHDRAWAL OF ACCREDITATION.—The
Secretary may suspend or withdraw accredita-
tion of any person accredited under thts para-
graph, after providing notice and an oppor-
tuntty for an informal hearing, when such per-
son ts substantially not in comphance with the
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requirements of this section or poses a threat to
public health or fails to act in a manner that 1s
consistent with the purposes of this section.

*(C) PERFORMANCE AUDITING.—To ensure that
persons accredited under this section wnll con-
tinue to meet the standards of accreditation, the
Secretary shall—

*(i) make onsite visits on a penodic basis to
each accredited person to audit the performance
of such person, and

‘(1) take such additional measures as the
Secretary determines to be appropniate.

(D) ANNUAL REPORT.—The Secretary shall
wnclude tn the annual report required under sec-
tion 903(g) the names of all accredited persons
and the particular activities under subsection
(a) for which each such person s accredited and
the name of each accredited person whose ac-
creditation has been withdrgwn dunng the
year.

*(3) QUALIFICATIONS.—An accredited person
shall, at a minitmum, meet the following require-
ments:

““(A) Such person may not dbe an employee of
the Federal Government.

“(B) Such person shall be an independent or-
ganization which s not owned or controlled by
a manufacturer, supplier, or vendor of devices
and which has no organizational, material, or
financtal affiliation with such a manufacturer,
supplier, or vendor.

“(C) Such person shall be a legally con-
stituted entity permutted to conduct the activi-
ties for which it seeks accreditation.

“tD) Such person shall not engage in the de-
sign, manufacture, promotion, or sale of devices.

**(E) The operations of such person shall be in
accordance with generally accepted professional
and ethical business practices and shall agree in
writing that as a minimum it will—

‘(1) certify that reported information accu-
rately reflects data reviewed;

“‘(1i) Hmit work to that for which competence
and capacity are avaiable;

‘‘(iit) treat information recetved, records, re-
ports, and recommendations as proprietary
information;

“(iv) promptly respond and attempt to resolve
complaints regarding 1ts activities for which it is
accredited, and

‘“(v) protect against the use, in carrying out
subsection (a) with respect (o a device,; of any
officer or employee of the person who has a fi-
nanctal conflict of interest regarding the device,
and annually make available to the public dis-
closures of the extent to which the person, and
the officers and employees of the person, have
maintained compliance with requirements under
this clause relating to financial conflicts of in-
terest.

*‘(4) SELECTION OF ACCREDITED PERSONS.—The
Secretary shall provide each person who chooses
to use an accredited person to recetve a section
510(k) report a panel of at least two or more ac-
credited persons from which the regulated per-
son may select one for a specific regulatory
function.

‘(5) COMPENSATION OF ACCREDITED PER-
SONS.—Compensation for an accredited person
shall be determined by agreement between the
accredited person and the person who engages
the services of the accredited person, and shall
be paid by the person who engages such serv-
ices.

*‘(c) DURATION.—The authority provided by
this section terminates—

‘“(1) 5 years after the date on which the Sec-
retary notifies Congress that at least 2 persons
accredited under subsection (b) are available to
review at least 60 percent of the submissions
under section 510(k), or

**(2) 4 years after the date on which the Sec-
retary notifies Congress that the Secretary has
made a determination described in paragraph
(2)(B) of subsection (a) for at least 35 percent of
the devices that are subject to review under
paragraph (1) of such subsection,
whichever occurs first."".
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(b) RECORDKEEPING.—Section 704 (21 U.S.C.
374) 1s amended by adding at the end the follow-
ing.
()1} A person accredited under section 523
to review reports made under section 510(k) and
make recommendations of imitial classifications
of devices to the Secretary shall maintain
records documenting the training qualifications
of the person and the employees of the person,
the procedures used by the person for handling
confidential information, the compensation ar-
rangements made by the person, and the proce-
dures used by the person to wdentify and avord
conflicts of interest. Upon the request of an offi-
cer or employee designated by the Secretary, the
person shall permit the officer or employee, at
all reasonable times, to have access to, to copy,
and to venfy, the records.

“(2) Within 15 days after the receipt of a writ-
ten request from the Secretary to a person ac-
credited under section 523 for comes of records
descnibed in paragraph (1), the person shall
produce the copes of the records at the place
designated by the Secretary.”.

fc) CONFORMING AMENDMENT.—Section 301 (21
U.S.C. 331), as amended by section 204(b), {s
amended by adding at the end the following:

‘“Cy) In the case of a drug, device, or food—

‘(1) the submussion of a report or rec-
ommendation by a person accredited under sec-
ton 523 that is false or misleading in any mate-
rial respect;

‘‘(2) the disclosure by a person accredited
under section 523 of confidential commercial in-
Jormation or any trade secret without the ez-
press written consent of the person who sudbmit-
ted such information or secret to such person; or

“(3) the receipt by a person accredited under
section 523 of a bribe in any form or the doing
of any corrupt act by such person associated
with a responsibility delegated to such person
under this Act.”".

(d) REPORTS ON PROGRAM OF ACCREDITA-
TION.~

(1) COMPTROLLER GENERAL.—

(A) IMPLEMENTATION OF PROGRAM.—Not later
than 5 years after the date of the enactment of
this Act, the Comptroller General of the United
States shall submit to the Commuttee on Com-
merce of the House of Representatives and the
Committee on Labor and Human Resources of
the Senate a report describing the extent to
which the program of accreditation required by
the dment made by sub.

ted.

(B) EVALUATION OF PROGRAM.—Not later than
§ months prior to the date on which, pursuant
to subsection (c) of section 523 of the Federal
Food, Drug, and Cosmetic Act (as added by sub-
section (a), the authority provided under sub-
section (a) of such section will terminate, the
Comptroller General shall submit to the Commit-
tee on Commerce of the House of Representa-
tives and the Comnuttee on Labor and Human
Resources of the Senate a report describing the
use of accredited persons under such section 523,
including an evaluatign of the extent to which
such use assisted the Secretary in carrying out
the duties of the Secretary under such Act with
respect to devices, and the extent to which such
use promoted actions which are contrary to the
purposes of such Act.

(2) INCLUSION OF CERTAIN DEVICES WITHIN

PROGRAM.—Not later than 3 years after the date _.

of the enactment of this Act, the Secretary of
Health and Human Services shall submit to the
Cammittee on Commerce of the House of Rep-
resentatives and the Commuttee on Labor and
Human Resources of the Senate a report provid-
ing a determination by the Secretary of wheth-
er, in the program of accreditation established
pursuant to the amendment made by subsection
(a), the limitation established in clause (iii) of
section 523(a)(3)(A) of the Federal Food, Drug,
and Cosmetic Act (relating to class II devices for
which clinical data are required in reports
under section 510(k)) should be removed.

tion (a) has been_
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SEC. 211. DEVICE TRACKING.

Effective 90 days after the date of the enact-
ment of this Act. section 519(e) (21 U.S.C.
360i(e)) 1s amended to read as follows

“*Deniwce Tracking

‘‘{e)(1) The Secretary moy by order require q
manufacturer to adopt a method of tracking a
class 1! or class I1I device—

“(A) the fadure of which would be reasonably
likely to have serious adverse health con-
sequences,; or

‘“(B) which 15—

“(1) imtended to be wnplanted in the human
body for more than one year, or

“(1i) a life sustaining or life supporting device
used outside a device user facility.

(2} Any patient receiving a device subject to
tracking under paragraph (1) may refuse to re-
lease, or refuse permission to release, the pa-
tient's name, address, soctal security number, or
other identifying information for the purpose of
tracking."’.

SEC. 212, POSTMAREET SURVEILLANCE.

Effective 90 days after the date of the enact-
ment of this Act, section 522 (21 U.S.C. 3601) is
amended to read as follows:

“POSTMARKET SURVEILLANCE

“SEC. 522. (a) IN GENERAL.—The Secretary
may by order require @ manufacturer to conduct
postmarket survellance for any device of the
manufacturer which is a class II or class 111 de-
vice the failure of which would be reasonably
likely to have serious adverse health con-
segquences or which is intended to be— .

‘“(1) implanted in the human body for more
than one year, or

*(2) a lfe sustaining or life supporting device
used outside a device user factlity.

“‘(b) SURVEILLANCE APPROVAL.—Each manu-
facturer required to conduct a survetllance of a
device shall, within 30 days of receiving an
order from the Secretary prescribing that the
manufacturer is required under this section to
conduct such surveillance, submit, for the ap-
proval of the Secretary, a plan for the required
surveillance. The Secretary, within 60 days of
the receipt of such plan, shall determine if the
person designated to conduct the surveillance
has appropriate qualifications and erperience to
undertake such survellance and if the plan will
result in the collection of useful data that can
reveal unforeseen adverse events or other infor-
mation necessary to protect the public health.
The Secretary, in consultation with the manu-
facturer, may by order require a prospective sur-
vetllance period of up to 35 months. Any deter-
mination by the Secretary that a longer period
{s necessary shall be made by mutual agreement
between the Secretary and the manufacturer or,
if no agreement can be reached, after the com-
pletion of a dispute resolution process as de-
scrided in section 562."".

SEC. 213. REPORTS.
(a) REPORTS.—Section 519 (21 U.S.C. 360i) is
d—

(1) in subsection (a)—

(A) in the matter preceding paragraph (1), by
striking ‘‘manufacturer, importer, or distridu-
tor”” and inserting ‘‘manufacturer or importer’’;

(B) in paragraph (4), by striking “manufac-
turer, importer, or distributor’” and inserting
“manufacturer or importer'’;

(C) in paragraph (7)., by adding “‘and’’ after
the semicolon at the end;

(D) in paragraph (8)—

(1) by striking ‘‘manufacturer, importer, of
distributor” each place such term appears and
inserting ‘‘manufacturer or importer'’; and

(it) by striking the semicolon at the end and
inserting a period;

(E) by striking paragraph (9); and

(F) by inserting at the end the following sen-
tence: ‘‘The Secretary shall by regulation re-
quire distributors to keep records and make such
records available to the Secretary upon request.
Paragraphs (4) and (8) apply to distributors to
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the same extent and in the same manner as such
paragraph.s apply to manu;’acturers and import-
ers.

(2) hu striking subsection (d); and

(3) in subsection (f), by stﬂkmg *, importer, or

‘istributor’’ each place it appears and inserting
‘or importer’’.

(b) REGISTRATION.—Section 510(0) (21 US.C.
360(g)) s amended—

(1) by redesignating paragraph (4) as para-
graph (5);

(2) by inserting after paragraph (3) the follow-
ing:

““(4) any distributor who acts as a wholesale
distributor of devices, and who does not manu-
facture, repackage, process, or relabel a device;
or,

(3) by adding at the end the following flush

sentence: ,
“In this subsection, the term ‘wholesale dis-
tributor’ means any person (other than the
manufacturer or the initial unporter) who dis-
tributes a device from the original place of man-
ufacture to the person who makes the final de-
livery or sale o[ the device to the ultimate
consumer or user.’

(c) DEVICE USER F ACILITIES.—

(1) IN GENERAL.—Section 519(b) (21 US.C.
3601(b)) is amended—

(A) in paragraph (1)(C)—

(i) in the first sentence, by striking ‘‘a semi-
annual basis™ and inserting *“‘an arnual basis’’;

(if) tn the second sentence, by striking ‘‘and
July 1”; and

(i) by striking the matter after and below
clause (tv); and

(B) in paragraph (2)—

(1) in subparagraph (A), by inserting “‘or™
after the comma at the end;

(41) tn subparagraph (B), by striking *, or” at
the end and inserting a period; and

(1) by striking subparagraph (C).

(2) SENTINEL SYSTEM.—Section S5I¥b) (2
U.S.C. 360i(b)) is amended—

(A) by redesignating paragraph (5) as para-
graph (6); and

(B) by inserting after paragraph (4) the fol-
lowing paragraph:

“(5) With respect to device user facilities:

“(A) The Secretary shall by regulation plan
and implement a program under which the Sec-
retary limits user reporting under paragraphs
(1) through (4) to a subset of user facilities that
constitutes a representative profile of user re-
ports for device deaths and serious tlinesses or
serious infuries.

‘“¢B) During the period of planning the pro-
gram under subparagraph (A), paragraphs (1)
through (4) continue to apply.

*(C) During the period in which the Secretary
is providing for a transition to the full imple-
mentation of the program, paragraphs (1)
through (4) apply except to the ertent that the
Secretary determines otherwise.

(D) On and after the date on which the pro-
gram is fully implemented, paragraphs (1)
through (4) do not apply to a user facility un-
less the facility is included in the subset referred
to in subparagraph (A).

“(E) Not later than 2 years after the date of
the enactment of the Food and Drug Adminis-
tration Modernization Act of 1997, the Secretary
shall submit to the Committee on Commerce of
the House of Representatives, and to the Com-
mittee on Labor and Human Resources of the
Senate, a report descrimng the plan developed
by the Secretary under subparagraph (A) and
the progress that has been made toward the im-
plementation of the plan.”.

SEC. 214. PRACTICE OF MEDICINE.

Chapter IX 1s amended by adding at the end
the following
“SEC. 906. PRACTICE OF MEDICINE.

“Nothing n this Act shall be construed to
hmit or interfere with the authonty of a health
care practitioner to prescribe or administer any
legally marketed device to a patient for any con-
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dition or disease within a legitimate health care
practitioner-patient relationship. This section
shall not lrmit any eristing authority of the Sec-
retary to establish and enforce restrictions on
the sale or distribution, or in the labeling, of a
device that are part of a determination of sub-
stantial equivalence, established as a condition
of approval, or promulgated through regula-
tions. Further, this section shall not change any
eristing prohibition on the promotion of unap-
proved uses of legally marketed devices.'".

SEC. 315. NONINVASIVE BLOOD GLUCOSE METER.

(a) FINDINGS.—The Congress finds that—

(1) diabetes and its complications are a lead-
ing cause of death by disease in America,

(2) diabetes affects approzimately 16,000,000
Americans and another 650,000 will be diagnosed
tn 1997;

(3) the total health care-related costs of diabe-
tes total nearly $100,000,000,000 per year,;
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(b) PRODUCT DEVELOPMENT PROTOCOL.—Sec-
ton 515(10(2) (21 U.S.C. 360e(f)(2)) is amended by
striking ‘‘he shall'' and all that follows and in-
serting the followng: '‘the Secretary—

‘“(A) may, at the initiative of the Secretary,
refer the proposed protocol to the appropnate
panel under section 513 for its recommendation
respecting approval of the protocol; or

‘(B) shall so refer such protocol upon the re-
quest of the submitter, unless the Secretary
finds that the proposed protocol and accom-
panying data which would be reviewed by such
panel substantially duplicate a product develop-
ment protocol and accompanying data which
have previously been reviewed by such a

SEC. 317. CLARIFICATION OF THE NUMBER OF RE.

QUIRED CLINICAL INVESTIGATIONS
FOR APPROVAL.
Section 513(a)(3)(A) (21 U.S.C. 360c(a)(I)(A)) is
ded by striking ‘‘clinical investigations'

) d isad that is ged and
controlled on a daily basis by the patient,

(5) the failure to properly control and manage
diabetes results in costly and often fatal com-
plications including but not limited to blindness,
coronary artery disease, and kidney failure;

(6) blood testing devices are a critical tool for
the control and management of diabetes, and
eristing blood testing devices require repeated
piercing of the skin;

(7) the pain associated with eristing blood
testing devices creates a disincentive for people
with diabetes to test blood glucose levels, par-
ticularly children;

(3) a safe and effective noninvasive blood glu-
cose meter would Hkely improve control and
management of diabetes by increasing the num-
ber of tests conducted by people with diabetes,
particularly children; and

(9) the Food and Drug Administration is re-
sponsible for reviewing all applications for new
medical devices in the United States.

(b) SENSE OF CONGRESS.—It is the sense of the
Congress that the availability of a safe, effec-
tive, noninvasive blood glucose meter would
greatly enhance the health and well-being of all
people with diabetes across America and the
world.

SEC. 216. USE OF DATA RELATING TO PREMARKET
APPROVAL; PRODUCT DEVELOP-
MENT PROTOCOL.

(a) USE OF DATA RELATING TO PREMARKET
APPROVAL.—

(1) IN GENERAL.—Section 520(h)(4) (21 U.S.C.
3604(h)(4)) is amended to read as follows:

“(4)(A) Any information contained in an ap-
plication for premarket approval filed with the
Secretary pursuant to section 515(c) (including
information from clinical and preclinical tests or
studies that demonstrate the safety and effec-
tiveness of a device, but excluding descriptions
of methods of manufacture and product com-
position and other trade secrets) shall be avail-
able, 6 years after the application has been ap-
proved by the Secretary, for use by the Sec-
retary in—

(1) approving another device;

“(ii) determining whether a product develop-
ment protocol has been completed, under section
515 for another device;

“(tii) establishing a performance standard or
spectal control under this Act; or

“(tv) classifying or reclassifying another de-
vice under section 513 and subsection (1)(2).

*(B) The publicly available detailed sum-
maries of information respecting the safety and
effectiveness of devices required by paragraph
(1)(A) shall be available for use by the Secretary
as the evidentiary basis for the agency actions
described 1n subparagraph (A).".

(2) CONFORMING AMENDMENTS.—Section 517(a)
(21 U.S.C. 360g(a)) 1s amended—

(A) m paragraph (8). by adding “‘or”
end;

(B) 1n paragraph (9). by striking **, or”
mmserting a comma, and

(C) by striking paragraph (10).

at the

and

and inserting ‘'l or more clinical investiga-
TITLE [II-IMPROVING REGULATION OF
FOOD .
SEC. so: FLEXIENITY FOR BECULATIONS
GARDING

Section 403(r) (21 U.S.C. 343(r)) is amended by
adding at the end the following:

“(7) The Secretary may make proposed regula- -
tions issued under this paragraph effective upon
publication pending consideration of public
comment and publication of a final regulation {f
the Secretary determines that such action i3

necessary—

*‘(A) to enable the Secretary to review and act
promptly on petitions the Secretary determines
provide for tnformation necessary to—

“(f) enable consumers to develop and main-
tain healthy dietary practices;

‘“(ii) enable consumers to be informed prompt-
ly and effectively of important new knowiedge
regarding nutritional and health benefits of
food; or

“(iH) ensure that scientifically sound nutri-
tional and health information is provided to
consumers as soon as possible; or

“(B) to enable the Secretary to act promptly
to ban or modify a claim under this paragraph.
Such proposed regulations shall be deemed final
agency action for purposes of judicial review.”.
SEC. 302. PETITIONS FOR CLAIMS.

Section L03(TH4)(A)(D)
343(r)(4)(A)(1)) is amended—

(1) by adding after the second sentence the
following: “If the Secretary does not act within
such 100 days, the petition shall be deemed to be
denied unless an ertension is mutually agreed
upon by the Secretary and the petitioner."’;

(2) in the fourth sentence (as gmended by
paragraph (1)) by inserting tmmediately before
the comma the following: “or the petition is
deemed to be denied"”; and

(3) by adding at the end the following: “If the
Secretary does not act within such 90 days, the
petition shall be deemed to be denied unless an
ertension is mutually agreed upon by-the Sec-
retary and the petitioner. If the Secretary issues
a proposed regulation, the rulemaking shall de
completed within 540 days of the date the peti-
tion is received by the Secretary. If the Sec-
retary does not issue a regulation within such
540 days, the Secretary shall provide the Com-
mittee on Commerce of the House of Representa-
tives and the Committee on Labor and Human
Resources of the Senate the reasons action on
the regulation did not occur within such 540
days."".

SEC. 303. HEALTH CLAIMS FOR FOOD PRODUCTS.

Section 403(r)(3) (21 U.8.C. 343(1)(3)) ts amend-
ed by adding at the end thereof the followrng.

“(C) Notuathstanding the provistons of
clauses (A)(1) and (B). a claim of the type de-
scribed 1n subparagraph (1)(B) which i1s not au-
thorized by the Secretary in a regulation pro-
mulgated 1 accordance with clause (B) shall be

(21 U.S.C.
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authorwzed and may be made with respect to a
food if—

(i) a scientific body of the United States Gov-
ernment with offictal responsibility for public
health protection or research dirvectly relating to
human nutrition (such as the National Inst-
tutes of Healith or the Centers for Dsease Con-
trol and Prevention) or the National Academy of
Sctences or any of its subdivisions has published
an authoritative statement, which 1s currently

in effect. about the relationship between a nu-

trient and a disease or health-related condition
to which the claim refers;

‘“(i1) a person has submitted to the Secretary,
at least 120 days (duning which the Secretary
may notify any person who ts making @ claim as
authorized by clause (C) that such person has
not submitted all the information required by
such clause) before the first introduction into
interstate commerce of the food uith a label con-
tawning the claim, (I) a notice of the claim,
which shall include the exact words used in the
claim and shall include a concise description of
the basts upon whickh such person relled for de-
termining that the requirements of subclause (i)
have been satisfled, (II) a copy of the statement
referred to in subclause (I) upon which such
person relled in making the claim, and (1Il) a
balanced representation of the scientific lit-
erature relating to the relationship between a
nutrient and o disease or health-related condi-
tion to which the clavn refers;

‘'(iil) the claim and the food for which the
claim is made are in compliance with clause
(A)(if) and are otherwise in compliance with
paragraph (a) and section 201(n); and

‘“(iv) the claim is stated in a manner so that
the claim s an accurate representation of the
authoritative statement referred to in subclause
(1) and so that the claim enables the public to
comprehend the information provided in the
claim and to understand the relative signifi-
cance of such information in the contert of a
total daily dtet.

For purposes of this clause, a statement shall be
regarded as an authoritative statement of a sci-
entific body descrided in subclause (1) only if the
statement is published by the scientific body and
shall not include a staterient of an employee of
the scientific body made in the individual ca-
pacity of the employee.

‘(D) A claim submitted under the require-
ments of clause (C) may be made until—

‘(1) such time as the Secretary issues a regula-
tion under the standard in clause (B)(i}—

(1) prohibiting or modifying the claim and
the regulation has become effective, or

‘“I1) finding that the requirements of clause
(C) have not been met, including finding that
the petitioner has not submitted all the informa-
Hon required by such clause; or

‘‘(1f) a district court of the United States in an
enforcement proceeding under chapter III has
determined that the requirements of clause (C)
have not been met.". .
SEC. 304. NUTRIENT CONTENT CLAIMS.

Section 403(r)(2) (21 U.S.C. 343(r)(2)) is amend-
ed by adding at the end the following:

‘“4G) A claim of the type descrided in subpara-
graph (1)(A) for a nutrient, for which the Sec-
retary has not promulgated a regulation under
clause (A)(1), shall dbe authorized and may be
made with respect to a food if—

“‘(1) a scientific body of the United States Gov-
ernment with official responsibility for public
health protection or research directly relating to
human nutrition (such as the National Insti-
tutes of Health or the Centers for Disease Con-
trol and Prevention) or the National Academy of
Sciences or any of its subdivisions has published
an authoritative statement, which is currently
in effect, which identifies the nutrient level to
which the claim refers;

*“(1if) a person has submitted to the Secretary,
it least 120 days (duning which the Secretary
may notify any person who is making a claim as
authorzed by clause (C) that such person has
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not submtted all the information required by
such clause) before the first introduction into
interstate commerce of the food with a label con-
tawning the claim, ([) a naotice of the claim,
which shall include the eract words used in the
clatm and shall include a concise description of
the basis upon which such person relied for de-
termining that the requirements of subclause (1)
have been satisfied, (II) a copy of the statement
referred ta in subclause (1) upon which such
person relied 1n making the clawm, and (I1I) a
balanced representation of the scentific lit-
erature relating to the nutrient level to which
the claim refers;

“(iir) the clawm and the food for which the
claim is made are in compliance with clauses (4)
and (B), and are otherwise in compliance with
paragraph (a) and section 201(n); and

“{tv) the claim 1s stated in a manner so that
the claim 18 an accurate representation of the
authoritative statement referred to in subclause
(i) and so that the claim enables the public to
comprehend the information provided in the
claim and to understand the relative signifi-
cance of such information in the context of a
total daily diet.

For purposes of this clause, a statement shall be
regarded as an authoritative statement of a sci-
entific body described in subclause (1) only if the
statement is published by the scientific body and
shall not include a statement of an employee of
the scientific body made in the individual ca-
pacity of the employee.

‘‘(H) A clatm submtted under the require-
ments of clause (G) may be made until—

“(1) such time as the Secretary issues a regula-
tion—

“(I) prohibiting or modifying the claim and
the regulation has become effective, or

“(I1) finding that the requirements of clause
(G) have not been met, including finding that
the petitioner had not submitted all the informa-
tion required by such clause; or

‘'(i1) a district court of the United States in an
enforcement proceeding under chapter [II has
determined that the requirements of clause (G)
have not been met."’.

SEC. 308. REFERRAL STATEMENTS.

Section 403(r)(2)(B) (21 U.S.C. 43(T)}(2X(B)) is
amended to read as follows:

‘“(B) If a clatm described in subparagraph
(1)(A} is made with respect to a nutrient in a
food and the Secretary makes a determination
that the food contains a nutrient at a level that
increases to- persons in the general population
the risk of a disease or health-related condition
that is diet related, the labdel or labeling of such
Jood shall contain, prominently and in imme-
diate proxtmuty to such claim, the following
statement. ‘See nutrition information for ___
content.’ The blank shall identify the nutrient
associated with the increased disease or health-
related condition risk. In making the Hetermina-
tion described in this clause, the Secretary shall
take {nto account the significance of the food in
the total daily diet.”.

SEC. 308. DISCLOSURR OF IRRADIATION.

Chapter IV (21 U.S.C. 341 et seq.) is amended

by inserting after section 4038 the following:
*“DISCLOSURE

““SEC. 403C. (a) No provision of section 201(n),
403(a), or 409 shall be construed to regquire on
the label or labeling of a food a separate radi-
ation disclosure statement that is more promi-
nent than the declaration of ingredients re-
quired by section 403(1)(2). -

‘“(b) In this section, the term ‘radiation disclo-
sure statement’ means a written statement that
discloses that a food has been intentionally sub-
ject to radiatwon.’”.

SEC. 307. IRRADIATION PETTTION.

Not later than 60 days following the date of
the enactment of this Act, the Secretary of
Health and Human Seruvices shall make a final
determunation on any petition pending with the
Food and Drug Admuinistration that would per-
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mit the irradiation of red meat y

409(b)(1) of the Federal Food, Dmmnf!&g::
metic Act. If the Secretary does not make such
determination, the Secrvetary shall, not later
than 60 doys following the date of the enact-
ment of this Act, provide the Committee on Com-
merce of the House of Representatives and the
Commuttee on Labor and Human Resources of
the Senate an erplanation of the process fol-
lowed by the Food and Drug Administratign in
reviewing the petition referred to in paragraph
(1) and the reasons action on the petition wgs
delayed.

SEC. 208. GLASS AND CERAMIC WARE.

(a) IN GENERAL.—The Secretary may not im-
plement any requirement which would ban, gs
an unapproved food additive, lead and cadmium
based enamel in the lip and nm area of glass
and ceramic ware before the erpiration of one
vear after the date such requirement is pub-
lished.

(b) LEAD AND CADMIUM BASED ENAMEL.—Un-
less the Secretary determines, based on available
data, that lead and cadmium based enamel on
glass and ceramic ware—

(1) which has less than 60 mullimeters of deco-
rating area below the external rim, and

(2) which is not, by design, representation, or
custom of usage intended for use by children, -
i3 unsafe, the Secretary shall not take any ac-
tion befare January 1, 2003, to ban lead and
cadmi based ! on such glass and ce-
ramic ware. Any action taken after January 1,
2003, to ban such enamel on such glass and ce-
ramic ware as an unapproved food additive
shall be taken by regulation and such regula-
tion shall provide that such products shall not
be removed from the market before ! year after
publication of the final regulation.

SEC. 308. FOOD CONTACT SUBSTANCES.

(@) FOOD CONTACT SUBSTANCES.—Section
€09(a) (21 U.S.C. 348(a)) is amended—

{1) in paragraph (1)}—

(A) by striking ‘‘subsection (i)'" and inserting
“‘subsection (j)""; and

(B) by striking at the end ‘‘or’’;

(2) by striking the perod at the end of para-
graph (2) and inserting **; or’’;

(3) by inserting after paragraph (2) the follow~
ing:

““(3) in the case of a food additive as defined
in this Act that is o food contact substance,
there is—

*“(A) in effect, and such substance and the use
of such substance are in conformity with, a reg-
ulation issued under this section prescribing the
conditions under which such additive may be
safely used; or

‘“(B) a notification submitted under subsection
(h) that ts effective.’’; and R

(4) by striking the matter following paragraph

(3) (as added by paragraph (3)) and inserting
the following flush sentence: :
“While such a regulation relating to a food ad-
ditive, of such a notification under subsection
(h)(1) relating to a food addittve that is a food
contact substance, is in effect, and has not been
revoked pursuant to subsection (i), a food shall
not, by reason of bearing or containing such a
food additive {n accordance with the regulation
or notification, be considered adulterated under
section 402(a)(1).”.

(b) NOTIFICATION FOR FOOD CONTACT SUB-
STANCES.—Section 409 (21 U.S.C. 348), as amend-
ed by subsection (a), is further amended—

(1) by redesignating subsections (h) and (i), as
subsections (1) and (j), respectively:

(2) by inserting after subsection (g) the follow-
ng:

“Notiflcation Relating to a Food Contact
Substance

‘“(h)(1) Subject to such regulations as may be
promulgated under paragraph (3}, a manufac-
turer or supplier of a food contact substance
may, at least 120 days prior to the introduction
or delivery for introduction into tnterstate com-
merce of the foad contact substance, notify the
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Secretary of the identity and intended use of the

food contact substance, and of the determina-

tion of the manufacturer or supphier that the in-
tended use of such food contact substance is
safe under the standard described 1n subsection

‘cN3)(A). The notification shall contain the -
ormation that forms the basts of the determina-

tion and all information required to be submit-

ted by regulations promulgated by the Sec-
retary.

*“(2)(A) A notification submitted under para-
graph (1) shall become effective 120 days after
the date of receipt by the Secretary and the food
contact substance may be introduced or deliv-
ered for introduction into interstate commerce,
unless the Secretary makes a determination
within the 120-day period that, based on the
data and information before the Secretary, such
use of the food contact substance has not been
shown to be safe under the standard described
in subsection (c)(3)(A). and informs the manu-
facturer or supplier of such determination.

*“(B) A decision by the Secretary to object to
a notification shall constitute final agency ac-
tion subject to judicial review.

“(C) In this paragraph, the term ‘food contact
substance’ means the substance that is the sub-
ject of a notification submitted under paragraph
(1), and does not include a similar or identical
substance manufactured or prepared dy a per-
son other than the manufacturer identified in
the notification.

“C3NA) The process in this subsection shall be
utilized for authorizing the marketing of a food
contact substance ercept where the Secretary
determi that submi and review of a peti-
ton under subsection (b) is necessary to provide
adegquate assurance of safety, or where tha Sec-
retary and any manufacturer or supplier agree
that such manufacturer or supplier may subdbmit
a petition under subsection (b).

‘“(B) The Secretary is authorized to promul-
pate regulations to identify the circumstances in
whick a petition shall be flled under subsection
(b), and shall consider criteria such as the prob-
able consumption of such food contact sub-
stance and potential toricity of the food contact

bstance. in determining the circumstances in
which a petition shall de filed under subsection

().

*‘{4) The Secretary shall keep confidential any
information provided in a notification under
paragraph (1) for 120 days after receipt by the
Secretary of the notification. After the erpira-
tion of such 120 days, the information shall be
availadle to any interested party except for any
matter in the notification that is a trade secret
or confidential commercial information.

“(5)(A)(1) Except as provided in clause (ii), the
notification program established under this sub-
section shall not operate in any fiscal year un-
less—

" () an appropriation equal to or erceeding
the applicable amount under clause (iv) is made
for such fiscal year for carrying out such pro-
gram in such fiscal year; and

‘“(II) the Secretary certifies that the amount
appropriated for such fiscal year for the Center
for Food Safety and Applied Nutrition of the
Food and Drug Administration (exclusive of the
appropriation rteferred to in subclause (1))
equals or ezxceeds the amount appropriated for
the Center for fiscal year 1997, excluding any
amount appropriated for new programs.

‘(i1) The Secretary shall, not later than April
1, 1999, begin accepting and revmewing notifica-
tions submitted under the notification program
established under this subsection 1f—

‘(1) an approprniation eyual to or erceeding
the applicable amount under clause (1ii) 1s made
for the last stz months of fiscal year 1999 for
carrying out such program during such period;
and

‘(1) the Secretary certifies that the amount
appropriated for such period for the Center for
Food Safety and Applhied Nutnition of the Food
and Drug Administration (exclusive of the ap-
propration referred to tn subclause (1)) equals
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or ezceeds an amount equivalent to one-half the .

amount appropriated for the Center for fiscal
year 1997, excluding any amount appropnated
for new programs.

‘“(iii) For the last stz months of fiscal year
1999, the applicable amount under this clduse is
81,500,000, or the amount specified in the budget
request of the President for the sir-month period
mvolved for carrying out the notification pro-
gram 1n fiscal year 1999, whichever is less.

““(iv} For fiscal year 2000 and subsequent fis-
cal years, the applicable amount under this
clause 1s $3,000,000, or the amount specified in
the budget request of the President for the fiscal
year involved for carrying out the notification
program under this subsection, whichever is
less.

“(B) For purposes of carrying out the notifi-
cation program under this subsection, there are
authorized to be appropriated such sums as may
be necessary for each of the fiscal years 1999
through fiscal year 2003, except that such au-
thonization of appropriations is not effective for
a fiscal year for any amount that is less than
the applicadble amount under clause (iti) or (iv)
of subparagraph (A), whichever is applicable.

“(C) Not later than April 1 of fiscal year 1998
and February 1 of each subsequent fiscal year,
the Secretary shall submit a report to the Com-
mittees on Appropriations of the House of Rep-
resentatives and the Senate, the Committee on
Commerce of the House of Representatives, and
the Committee on Labor and Human Resources
of the Senate that provides an estimate of the
Secretary of the costs of carrying out the notifi-

‘cation program established under this sub-

section for the nezt fiscal year.

““(6) In this section, the term ‘food contact
substance’ means any substance intended for
use as a component of materials used in manu-
facturing, packing, packaging, transporting, or
holding food if such use is not intended to have
any technical effect in such food.'';

(3) in subsection (i), as so redesignated by
paragraph (1), by adding at the end the follow-
ing: "‘The Secretary shall by regulation pre-
scribe the procedure by which the Secretary may
deem a notification under subsection (h) to no
longer be effective.”’; and

(4) in subsection (f), as so redesignated by
paragraph (1), by striking ‘‘subsections (b) to
(h)’’ and inserting ‘‘subsections (b) to (1)"'.

TITLE IV—-GENERAL PROVISIONS
SEC. 401. DISSEMINATION OF INFORMATION ON
NEW USES.

(a) IN GENERAL.—Chapter V (21 U.5.C. 351 et
seq.) is amended by inserting after subchapter C
the following:

““SUBCHAPTER D—DISSEMINATION OF
TREATMENT INFORMATION
“SEC. 551. REQUIREMENTS FOR DISSEMINATION
OF TREATMENT INFORMATION ON
DRUGS OR DEVICES.

‘“(a) IN GENERAL.—Notwithstanding sections
01(d), 502(f), and 505, and section 351 of the
Public Health Service Act (42 U.S.C. 262), a
manufacturer may disseminate to—

“(1) a health care practitioner;

‘“(2) a pharmacy benefit manager;

“(3) a health insurance ssuer;

‘“(4) a group health plan; or

‘“(5) a Federal or State governmental agency;
written information concerning the safety, effec-
tiveness, or benefit of a use not described 1n the
approved labeling of a drug or device if the
manufacturer meets the requirements of sub-
section (b).

‘“(b) SPECIFIC REQUIREMENTS.—A manufac-
turer may disserunate information under sub-
section (a} on a new use only 1f—

“(1){A) in the case of drug, there is 1n effect
for the drug an application filed under sub-
section (b) or (j) of section 505 or a biologics h-
cense 1issued under section 351 of the Public
Health Service Act, or

‘“(B) wn the case of a device, the dewice fis
betng commercwally distributed i1n accordance
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with a regulation under subsection (d) or (e) of
section 513, an order under subsection (f) of
such section, or the approval of an application
under sectton 515;

‘(2) the mmformation meets the requirements of
section 552;

*‘(3) the information to be dissemuinated 1s not
denwved from clinical research conducted by an-
other manufacturer or if it was denved from re-
search conducted by another manufacturer, the
manufacturer disseminating the information has
the permission of such other manufacturer to
make the dissemination;

‘‘(4) the manufacturer has, 60 days before
such dissemination, submitted to the Secretary—

‘““{A) a copy of the information to be dissemi-
nated; and

“(B) any clinical trial information the manu-
facturer has relating to the safety or effective-
ness of the new use, any reports of clinical exrpe-
rience pertinent to the safety of the new use,
and a summary of such information;

‘(Y the manufacturer has complied with the
requirements of section 554 (relating to a supple-
mental application for such use);

*(6) the manufacturer includes along with the
information to be di inated under this sub-
section—

‘“(A) a prominently displayed statement that
discloses—

*(i) that the information concerns a use of a
drug or device that has not been approved or
cleared by the Food and Drug Administration;

“(ii) if applicable, that the information is
being disseminated at the expense of the manu-
facturer;

“(i11) if applicable, the name of any authors of
the information who are employees of, ¢ It-
ants to, or have received compensation from, the
manufacturer, or who have a significant finan-
cial interest in the manufacturer;

‘“(iv) the official labeling for the drug or de-
vice and all updates with respect to the labeling;

““(v) if applicable, a statement that there are
products or treatments that have been approved
or cleared for the use that is the subject of the
information being disseminated pursuant to sub-
section (a)(1); and

“‘(vi) the tdentification of any person that has
provided funding for the conduct of a study re-
lating to the new use of a drug or device for
which such information i{s being disseminated;
and

‘“(B) a bidbliography of other articles from a
scientific reference publication or scientific or
medical journal that have been previously pub-
lished about the use of the drug or device cov-
ered by the information disseminated (uniess the
information already includes such bibliog-
raphy).

‘‘(c) ADDITIONAL INFORMATION.—If the Sec-
retary determines, after providing notice of such
determunation and an opportunity for a meeting
with respect to such determination, that the in-
formation submitted by a manufacturer under
subsection (b)(3)(B), with respect to the use of a
drug or device for which the manufacturer in-
tends to disserminate information, fails to pro-
vide data, analyses, or other written matter that
is objective and balanced, the Secretary may re-
qutre the manufacturer to disseminate—

*(1) additional objective and scientifically
sound information that pertains to the safety or
effectiveness of the use and is necessary to pro-
vide objectivity and balance, including any in-
formation that the manufacturer has submitted
to the Secretary or, where appropriate, a sum-
mary of such information or any other informa-
tion that the Secretary has authority to make
available to the public; and

*‘(2) an objective statement of the Secretary.
based on data or other scientifically sound in-
formation avaiable to the Secretary, that bears
on the safety or effectiveness of the new use of
the drug or device.
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“SEC. 552. INFORMATION AUTHORIZED TO BE
DISSEMINATED.

“(a) AUTHORIZED INFORMATION.—4 manufac-
turer may disserunate information under section
§51 on a new use only 1f the information—

(1) 1sn the form of an unabridged—

‘(A) reprint or copy of an article, peer-re-
viewed by erperts qualified by scientific training
or experience to evaluate the safety or effective-
ness of the drug or detice involved, which was
published n a scientific or medical journal (as
defined in section 356(5)), which s about a clini-
cal investigation with respect to the drug or de-
vice, and which would be considered to be sci-
entifically sound by such erperts; or

“(B) reference publication, described in sub-
section (b), that includes information about a
cliniwcal investigation with respect to the drug or
device that would be considered to be scientif-
fcally sound by erperts qualified by scientific
training or erpertence to evaluate the safety or
effectiveness of the drug or device that is the
subfect of such a clinical investigation; and

**(2) is not false or misleading and would not
pose a significant risk to the public heaith.

*(b) REFERENCE PUBLICATION.—A Tteference
publication referred to in subsection (a)(1)}(B) is
a publication that—

(1) has not been wntten, edited, excerpted,
or published specifically for, or at the request
of, a manufacturer of a drug or device;

‘(2) has not been edited or significantly influ-
enced by a such a manufacturer;

(3} is not solely distributed through such a
manufacturer but i3 generally available in book-
stores or other distribution channels where med-~
{cal textbooks are soid;

**(4) does not focus on any particular drug or
device of a manufacturer that disseminates in-
Sformation under section 551 and does not have
a primary focus on new uses of drugs or devices
that are marketed or under investigation by a
manufacturer supporting the dissemination of
information; and

“(5) presents materials that are not false or
misleading.

“SEC. 553. ESTABLISUMENT OF LIST OF ARTICLES
AND PUBLICATIONS DISSEMINATED
AND LIST OF PROVIDERS THAT RE-
CEIVED ARTICLES AND REFERENCE
PUBLICATIONS.

““(a) IN GENERAL.—A manufacturer may dis-
seminate information under section 551 on a
new use only if the manufacturer prepares and
submits to the Secretary biannually—

**(1) a list containing the titles of the articles
and reference publications relating to the new
use of drugs or devices that were disseminated
by the manufacturer to a person described in
section 551(a) for the 6-month period preceding
the date on whkich the manufacturer submits the
list to the Secretary; and .

““(2) a list that identifies the categories of pro-
viders (as described in section 551(a)) that re-
cetved the articles and reference publications for
the 6-month pertod described in paragraph (1).

*“(d) RECORDS.—A facturer that di: .
nates information under section 551 shall keep
records that may be used by the manufacturer
when, pursuant to section 555, such manufac-
turer is required to take corrective action and
shall be made available to the Secretary, upon.
request, for purposes of ensuring or taking cor-
rective action pursuant to such section. Such
records, at the Secretary’s discretion, may iden-
tfy the recipient of information provided pursu-
ant to section 551 or the categories of such re-
cipients.

“SEC. 3554. REQUIREMENT REGARDING SUBMIS-
SION OF SUPPLEMENTAL APPLICA-
TION FOR NEW USE; EXEMPTION
FROM REQUIREMENT.

““(a) IN GENERAL.—A manufacturer may dis-
seminate information under section 551 on a
new use only if—

“(1)(A) the manufacturer has submitted to the
Secretary a supplemental application for such
use; or
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(B} the manufacturer meets the condition de-
seribed 1n subsection (b) or (¢) (relating to a cer-
tification that the manufacturer will submit
such an application), or

‘(2) there 15 1n effect for the manufacturer an
exemption under subsection (d) from the require-
ment of paragraph (1).

“'(b) CERTIFICATION ON SUPPLEMENTAL APPLI-
CATION; CONDITION IN CASE OF COMPLETED
STUDIES.—For purposes of subsection (a)(I)(B),
a manufacturer may disserunate information on
a new use if the manufacturer has submitted to
the Secretary an apphcation containing a cer-
tification that—

(1) the studies needed for the submission of
a supplemental application for the new use have
been completed; and

‘“(2) the supplemental application will be sub-
mutted to the Secretary not later than 6 months
after the date of the initial disserunation of in-
formation under section 551."

**(c) CERTIFICATION ON SUPPLEMENTAL APPLI-
CATION; CONDITION IN CASE OF PLANNED STUD-
IES.—

‘“(1) IN GENERAL.—For purposes of subsection
(a)(1)(B), a manufacturer may disseminate in-
formation on a new use if—

‘““(A) the manufacturer has submitted to the
Secretary an application containing—

‘(i) a proposed protocol and schedule for con-
ducting the studies needed for the submission of
a supplemental application for the new use; and

“(il) a certification that the supplemental ap-
plication will be submitted to the Secretary not
later than 36 months after the date of the initial
dissemunation of information under section 551
(or, as applicable, not later than such date as
the Secretary may specify pursuant to an exrten-
ston under paragraph (3)); and

*(B) the Secretary has determined that the
proposed protocol is—adequate and that the
schedule for completing such studies is reason-
able.

‘‘(2) PROGRESS REPORTS ON STUDIES.—A man-
ufacturer that submts to the Secretary an ap-
plication under paragraph (1) shall submit to
the Secretary periodic reports describing the sta-
tus of the studles involved.

‘(3) EXTENSION OF TIME REGARDING PLANNED
STUDIES.—The period of 36 months authorized in
paragraph (1)(A)(ii) for the completion of stud-
{es may be extended by the Secretary {f—

‘‘(A) the Secretary determines that the studies
needed to submit such an application cannot de
completed and submitted within 36 months; or

*'(B) the manufacturer involved submts to the
Secretary a written request for the extension
and the Secretary determines that the manufac-
turer has acted with due diligence te conduct
the studies in a timely manner, except that an
extension under this subparagraph may not be
provided for more than 24 additional months.

“(d) EXEMPTION FROM REQUIREMENT OF SUP-
PLEMENTAL APPLICATION.—

*(1) IN GENERAL.—For purposes of subsection
(a)(2), a manufacturer may disseminate infor-
mation on a new use if—

‘“(A) the manufacturer has submiited to the
Secretary an application for an exremption from
meeting the requirement of subsection (a)(1);
and

*(B)(1) the Secretary has approved the appli-
cation in accordance with paragraph (2); or

‘*(if) the application is deemed under para-
graph (3)(A) to have been approved (unless such
approval is terminated pursuant to paragraph
(3)(B)).

‘“(2) CONDITIONS FOR APPROVAL.—The Sec-
retary may approve an application under para-
graph (1) for an eremption if the Secretary
makes a determination descnibed in subpara-
graph (A) or (B), as follows:

‘“{A) The Secretary makes a determination
that, for reasons defined by the Secretary, it
would be economically prohibitive wnth respect
to such drug or device for the manufacturer to
fncur the costs necessary for the submission of a
supplemental application. In making such deter-
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mination, the Secretary shall consider (in addi-
ton to any other ronsiderations the Secretary
finds appropriate)—

‘(1) the lack of the avaldubility under law of
any perwod durtng which the manufacturer
would have erciusive marketing rights with re-
spect to the new use involved; and

‘(1) the size of the population expected to
benefit from approval of the supplemental appli-
cation.

‘“(B) The Secretary makes a determination
that, for reasons defined by the Secretary, it
would be unethical to conduct the studies nec-
essary for the supplemental application. In
making such deterrmnation, the Secretary shall
consider (in addition te any other comsider-
ations the Secretary finds appropriate} whether
the new use involved s the standard of medical
care for a health condition.

*'t3) TIME FOR CONSIDERATION OF APPLICA-
TION; DEEMED APPROVAL.—

‘“(A) IN GENERAL.—The Secretary shall ap-
prove or deny an application under paragraph
(1) for an exemption not later than 60 days after
the receipt of the application. If the Secretary
does not comply with the preceding sentence,
the application is deemed to be approved.

‘“(B) TERMINATION OF DEEMED APPROVAL.~—If
pursuant to a deemed approval under subpara-
graph (A) a manufacturer disseminates written
information under section 551 on a new use, the
Secretary may at any time terminate such ap-
proval and under section 555(b)(3) order the
manufacturer to cease disseminating the infor-
mation.

‘“te)} REQUIREMENTS REGARDING APPLICA-
TIONS.— Applications under this section shall be
submitted tn the form and manner prescribed by
the Secretary.

“SEC. 588. CORRECTIVE ACTIONS; CESSATION OF
DISSEMINATION.

“(a) POSTDISSEMINATION DATA REGARDING
SAFETY AND EFFECTIVENESS.—

“(1) CORRECTIVE ACTIONS.—With respect to
data received by the Secretary after the dissemi-
nation of information under section 551 by a
manufacturer has begun (whether received pur-
suant to paragraph (2) or otherw:se), if the Sec-
retary determines that the data indicate that
the new use {nvolved may not be effective or
may present a sigrificant risk to public health,
the Secretary shall, after consuitation with the
manufacturer, take such action regarding the
dissemination of the information as the Sec-
retary determines to be appropnate for the pro-
tection of the public health, which may include
ordering that the manufacturer cease the dis-
semination of the {nformation.

“'(2) RESPONSIBILITIES OF MANUFACTURERS TO
SUBMIT DATA.—After a manufacturer dissemt-
nates information under section 551, the manu-
facturer shall submit to the Secretary a notifica-
tion of any additional knowledge of the manu-
facturer on clinical research or other data that
relate to the safety or effectiveness of the new
use involved. If the manufacturer is in posses-
sian of the data, the notification shall tnclude
the data. The Secretary shall by regulation es-
tablish the scope of the responsiwilities of manu-
facturers under this paragraph, including such
limits on the responsibilities as the Secretary de-
termines to be appropriate. ’

‘“(b) CESSATION OF DISSEMINATION.—

*(1) FAILURE OF MANUFACTURER TO COMPLY
WITH REQUIREMENTS.—The Secretary may order
a manufacturer to cease the dissemination of in-
formation pursuant to section 551 if the Sec-
retary determines that the information being
dissermuinated does not comply with the require-
ments established in this subchapter. Such an
order may be issued only after the Secretary has
provided notice to the manufacturer of the in-
tent of the Secretary to issue the order and (un-
less paragraph (2)(B) applies) has provided an
opportunity for a meeting with respect to such
intent. If the failure of the manufacturer con-
stitutes @ minor wwolation of this subchapter, the
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Secretary shall delay 1ssutng the order and pro-
vude to the manufacturer an opportunity to cor-
rect the violation.

‘*'(2) SUPPLEMENTAL APPLICATIONS.—The Sec-
retary may order a manufacturer to cease the
dissemunation of information pursuant to sec-
tion 551 if—

*‘(A) tn the case of a manufacturer that has
submitted a supplemental application for a new
use pursuant to section 554(a)(1), the Secretary
determines that the supplemental application
does not contain adequate information for ap-
proval of the new use for which the application
was submutted; .

“(B) in the case of a manufacturer that has
submitted a certification under section 554(b),
the manufacturer has not, within the 6-month
period involved, submitted the supplemental ap-
plication referred to in the certification; or

*(C) in the case of a manufacturer that has
submitted a certification under section 554(c)
but has not yet submitted the suppiemenial ap-
plication referred to tn the certification, the Sec-
retary determines, after an informal hearing,
that the manufacturer is not acting with due
diligence to complete the studies involved.

“(3) TERMINATION OF DEEMED APPROVAL OF
EXEMPTION REGARDING SUPPLEMENTAL APPLICA-
TIONS.—If under section 554(d)(3) the Secretary
terminates a deemed approval of an eremption,
the Secretary may order the manufacturer in-
volved to cease disseminating the information. A-
manufacturer shall comply with an order under
the preceding sentence not later than 60 days
after the recetpt of the order.

‘“(c) CORRECTIVE ACTIONS BY MANUFACTUR-
ERS. —

**(1) IN GENERAL.—In any case in which under
this section the Secretary orders a manufacturer
to cease disseminating tnformation, the Sec-
retary may order the manufacturer to take ac-
tion to correct the information that kas been
disseminated, except as provided in paragraph
(2).
*‘(2) TERMINATION OF DEEMED APPROVAL OF
EXEMPTION REGARDING SUPPLEMENTAL APPLICA-

TIONS.—In the case of an order under subsection

(b)(3) to cease disseminating information, the
Secretary may not order the manufacturer in-
volved to take action to correct the information

that has been disseminated unless the Secretary
determines that the new use described in the in-
Jormation would pose a significant risk to the
public health.

“SEC. 556. DEFINITIONS.

“‘For purposes of this subchapter:

‘(1) The term ‘health care practitioner’ means
a physician, or other individual who is a pro-
vider of health care, who s licensed under the
law of a State to prescribe drugs or devices.

‘(2) The terms ‘health insurance issuer’ and
‘group health plan' have the meaning given
such terms under section 2791 of the Publhic
Health Service Act.

‘“(3) The term ‘manufacturer’ means a person
who manufactures a drug or device, or who is li-
censed by such person to distribute or market
the drug or device.

‘‘(4) The term ‘new use’—

‘‘(A) with respect to a drug. means a use that
is not included in the labeling of the approved
drug, and

*'(B) with respect to a device, means a use
that is not included 1n the labeling for the ap-
proved or cleared device.

‘“(5) The term ‘scientific or medical journal’
means a scientific or medical publication—

‘‘(A) that s published by an organwzation—

‘(1) that has an editonal board;

“(1i) that utilizes ezrperts, who have dem-
onstrated erpertise in the subject of an article
under review by the organtzation and who are
independent of the organization, to review and
ob;ectwely select, reject, or provide comments

. about prgposed articles, and

“ful1) that has a pubhicly stated policy, to

which the organwation adheres, of full disclo-
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sure of any conflict of interest or biases for all
authors or contributors mmvolved with the jour-
nal or organization;

‘“(B) whose articles are peer-remiewed and
published 1n accordance with the regular peer-
review procedures of the organwzation;

“(C) that 1s generally recognized to be of na-
tional scope and reputation;

‘(D) that 1s indezed in the Inder Medicus of
the National Library of Medicine of the Na-
tional! Institutes of Health; and

‘“(E) that ts not 1n the form of a special sup-
plement that has been funded in whole or n
part by one or more manufacturers.

“SEC. §57. RULES OF CONSTRUCTION.

‘“(a) UNSOLICITED REQUEST —Nothing in sec-
tion 551 shall be construed as prohibiting a
manufacturer from disseminating information in
response to an unsolictted request from a health
care practitioner.

“(b) DISSEMINATION OF INFORMATION ON
DRUGS OR DEVICES NOT EVIDENCE OF INTENDED
USE.—Notwithstanding subsection (a), (f), or (0)
of section 502, or any other provision of law, the
dissemination of information relating to a new
use of a drug or device, in accordance with sec-
tion 551, shall not be construed by the Secretary
as evidence of a new intended use of the drug or
device that is different from the intended use of
the drug or device set forth in the official label-
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ing of the drug or device. Such dissemination

shall not be considered by the Secretary as la-
beling, adulteration, or misbranding of the drug
or device.

‘*(c) PATENT PROTECTION.—Nothing in section
551 shall affect patent rights in any manner.

‘(d) AUTHORIZATION FOR DISSEMINATION OF
ARTICLES AND FEES FOR REPRINTS OF ARTI-
CLES.-—Nothing in section 551 shall be construed
as prohiditing an entity that publishes a sci-
entific journal (as defined in section 556(5)) from
requiring authorization from the entity to dis-
seminate an article published by such entity or
charging fees for the purchase of reprints of
published articles from such entity.".

(b) PROHIBITED ACT.—Section 301 (21 U.S.C.
331), as amended by section 210, is amended by
adding at the end the following:

‘“(z) The dissemination of information in vio-
lation of section 551."".

(c) REGULATIONS.—Not later than ! year after
the date of enactment of this Act, the Secretary
of Health and Human Services shall promulpate
regulations to implement the amendments made
by this section.

(d) EFFECTIVE DATE.—The amendments made
by this section shall take effect 1 year after the
date of enactment of this Act, or upon the Sec-
retary's issuance of final regulations pursuant
to subsection (c), whichever is sooner.

(¢} SUNSET.—The amendments made by this
section cease to be effective September 30, 2006,
or 7 years after the date on which the Secretary
promulgates the regulations described in sub-
section (c), whichever is later.

(f) STUDIES AND REPORTS.—

(1) GENERAL ACCOUNTING OFFICE.—

(A) IN GENERAL.—The Comptroller General of
the United States shall conduct a study to deter-
mine the impact of subchapter D of chapter V of
the Federal Food, Drug, and Cosmetic Act, as
added by this section, on the resources of the
Department of Health and Human Services.

(B) REPORT.—Not later than January 1, 2002,
the Comptroller General of the United States
shall prepare and submit to the Committee on
Labor and Human Resources of the Senate and
the Committee on Commerce of the House of
Representatives a report of the results of the
study.

(2) DEPARTMENT OF HEALTH AND HUMAN SERV-
ICES.—-

(A) IN GENERAL.—In order to assist Congress
in determiming whether the prowvisions of such
subchapter should be ertended beyond the ter-
mination date specified in subsection (e), the
Secretary of Health and Human Services shall,

November 9, 1997

tn accordance with subparagraph (B), arrange
for the conduct of a study of the scientific 1ssues
raised as a result of the enactment of such sub-
chapter including issues relating to—

(1) the effectiveness of such subchapter with
respect to the provision of useful scientific infor-
matton to health care practitioners;

(il) the quality of the information being dis-
........... of such
subchapter;

(i) the quality and usefulness of the informa-
tion prowvided, in accordance with such sub-
chapter, by the Secretary or by the manufac-
turer at the request of the Secretary; and

(iv) the rmpact of such subchapter on research
tn the area of new uses, indications, or dosages,
particularly the impact on pedwatric indications
and rare diseases. .

(3) PROCEDURE FOR STUDY.—

(A) IN GENERAL.—The Secretary shall request
the Institute of Medicine of the National Acad-
emy of Sciences to conduct ihe study required
by paragraph (2), and to prepare and submit the
report required by subparagraph (B), under an
arrangement by which the actual erpenses in-
curred by the Institute of Medicine in conduct-
ing the study and prepanng the report will be
paid by the Secretary. If the Institute of Medi-
cine is unwilling to conduct the study under
such an arrangement, the Comptroller General
of the United States shall conduct such study.

(B) REPORT.—Not later than September 30,
2005, the Institute of Medictne or the Comptrol-
ler General of the United States, as appropriate,
shall prepare and submit to the Committee on
Labor and Human Resources of the Senate, the
Committee on Commerce of the House of Rep-
resentatives, and the Secretary a report of the
results of the study required by paragraph (2).
The Secretary, after the receipt of the report,
shall make the report available to the pubdlic.
SEC. 403. EXPANDED ACCESS TO INVESTIGA-

TIONAL THERAPIES AND
DIAGNOSTICS.

Chapter V (21 U.S.C. 351 et seq.). as amended
in section 401, is further amended by adding at
the end the following:

“SUBCHAPTER E—~GENERAL PROVISIONS
RELATING TO DRUGS AND DEVICES
“SEC. 861. EXPANDED ACCESS TO UNAPPROVRD
THERAPIES AND DIAGNOSTICS.

‘‘(a) EMERGENCY SITUATIONS.—The Secretary
may, under appropriate conditions determined
by the Secretary, authorize the shipment of in-
vestigational drugs or investigational devices for
the diagnosis, monitoning, or treatment of a seri-
ous disease or condition in emergency situa-
tions.

*‘(b) INDIVIDUAL PATIENT ACCESS TO INVES-
TIGATIONAL PRODUCTS INTENDED FOR SERIOUS
DISEASES.—Any person, acting through a physi-
cian licensed 1n accordance with State law, may
request from a manufacturer or distributor, and
any manufacturer or distributor may, after com-
plying with the prowisions of this subsection,
provide to such physician an investigational
drug or tnvestigational device for the diagnosis,
monitoring, or treatment of a sertous disease or
condition {f—

‘(1) the licensed physician determines that
the person has no comparable or satisfactory al-
ternative therapy available to diagnose, mon-
itor, or treat the disease or condition involved,
and that the probable risk to the person from
the 1nvestigational drug or investigational de-
vice is not greater than the probable risk from
the disease or condition;

‘‘(2) the Secretary determines that there is suf-
ficient evidence of safety and effectiveness to
support the use of the investigational drug or
mnvestigational device i1n the case described 1n
paragraph (1),

*‘(3) the Secretary determines that provision of
the mvestigational drug or investigational de-
vice will not interfere with the imitiation, con-
duct, or completion of clinical investigations to
support marketing approval, and
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'(4) the sponsor, or clinical investigator, of
the wnvestigational drug or tnvestigational de-
vice submits to the Secretary-a chinmical protocol
consistent with the provisions of section 505(1) or
520(g). wcluding any regulations promulgated
under section 505(1) or 520(g), describing the use
21 the investigational drug or investigational de-
vice 1n a single patient or ¢ small group of pa-
tients.

*(¢) TREATMENT INVESTIGATIONAL NEW DRUG
APPLICATIONS AND TREATVENT INVESTIGATIONAL
Device Exevwptiovs.—Upon submussion by a
sponsor or a physwcian of a protocol intended to
provide widespread access ta an investigational
drug or nvestigational device for eligible pa-
tients (referred to in this subsection as an ‘ex-
panded access protocol'), the Secretary shall
permit such investigational drug or mvestiga-
tional device to be made available for expanded
access under a treatment investigational new
drug application or treatment investigational
device eremption if the Secretary determines
that—

(1) under the treatment investigational new
drug application or treatment investigational
device eremption, the tnvestigational drug or in-
vestigational device 1s intended for use in the di-
agnosts, monitoring, or treatment of a serious or
wnmediately [ife-threatening disease or condi-
tion;

*'(2) there 1s no comparable or satisfactory al-
ternative therapy avauable to diagnose, mon-
wor, or treat that stage of disease or condition
in the population of patients to which the inves-
tigational drug or investigational device is in-
tended to be administered;

“(3)(A) the investigational drug or investiga-
tional device ts under investigation in a con-
trolled clinical trial for the use described in
paragraph (1) under an nvestigational drug ap-
plication in effect under section 505(i) or tnves-
tigational device exemption in effect under sec-
tion 520(g); or -

“(B) all clinical trials necessary for approval
of that use of the investigational drug or inves-
igational device have been completed;

‘“(4) the sponsor of the controlled clinical
trials 1s actively pursuing marketing approval of
the investigational drug or investigational de-
vice for the use described {n paragraph (1) with
due diligence;

‘‘(5) in the case of an investigational drug or
investigational device described in paragraph
(3)(A), the provision of the investigational drug
or nvestigational device wil not interfere with
the enrollment of patients in ongoing clinical in-
vestigations under section 505(i) or 520(g);

‘‘(6) 1n the case of senous disegses, there 13
sufficient endence of safety and effectiveness to
support the use descrided in paragraph (1); and

‘“{7) in the case of wnmediately life-threaten-
ing diseases, the available scientific evidence,
taken as a whole, provides a reasonable basis to
conclude that the investigational drug or inves-
toational device may be effective for its in-
tended use and would not expose patients to an
unreasonable and significant risk of illness or
injury.

A protocol submitted under this subdsection shall.

be subject to the provisions of section 505(f) or
520(g). including regulations promulgated under
section 505(1) or 520(g). The Secretary may in-
form national, State, and local medical associa-
tions and socfeties, voluntary health associa-
tions. and other appropriate persons about the
availability of an investigational drug or inves-
tigational device under erpanded access proto-
cols submitted under this subsection. The infor-
mation provided by the Secretary, in accordance
with the preceding sentence, shall be the same
type of information that is required by section
402(;0(3) of the Public Health Service Act.

**(d) TERMINATION.—The Secretary may, at
any tme, with respect to a sponsor, physician,
nanufacturer, or distributor described n this
sSection, termuinate erpanded access provided
under this section for an investigational drug or
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investigational device if the requirements under
this section are no langer met.

(e} DEFINITIONS.—In this section, the terms
qnvestigational drug’, ‘investigational device’,
‘treatment nvestigational new drug applica-
tign’, and ‘treatment nvestigational device er-
emption’ shall have the meanings given the
terms n regulations prescribed by the Sec-
retary.”’

SEC. 403. APPROVAL OF SUPPLEMENTAL APPLI.
CATIONS FOR APPROVED PROD.
UCTS.

(a} STANDARDS.—Not later than 180 days after
the date of enactment of this Act, the Secretary
of Health and Human Services shall publish in
the Federal Reqister standards for the prompt
review of supplemental applications submitted
for approved articles under the Federal Food,
Drug, and Cosmetic Act (21 U.S.C. 301 et seq.) or
section 351 of the Public Health Service Act (42
U.S.C. 262).

(b) GUIDANCE TO INDUSTRY.—Not later than
180 days after the date of enactment of this Act,
the Secretary shall issue final guidances to clar-
1fy the requirements for, and facilitate the sub-
mission of data to support, the approval of sup-
plemental applications for the approved articles
described in subsection (a). The guidances
shall—

(1) clarify circumstances tn which published
matter may be the basis for approval of a sup-
plemental application;

(2) specify data requirements that will avoid
duplication of previously submitted data by rec-
ognwing the avauability of data previously subd-
mitted in support of an onginal application;
and

(3) define supplemental applications that are
eligible for priority review.

(c) RESPONSIBILITIES OF CENTERS.—The Sec-
retary shall designate an indindual in each
center within the Food and Drug Administra-
tion (except the Center for Food Safety and Ap-
plied Nutritton) to be responsible for—

(1) encouraging the prompt review of supple-
mental applications for approved articles; and

(2) working unth sponsors to factlitate the de-
velopment and submission of data to support
supplemental applications.

(d) COLLABORATION.—The Secretary shall im-
plement programs and polictes that will foster
collaboration between the Food and Drug Ad-
ministration, the National Institutes of Health,
professional medical and scientific societies, and
other persons, to identify published and
unpublished studies that may support a supple-

mental application, and to encourage sponsors-

to make supplemental applications or conduct
further research in support of a supplemental
application based, in whole or in part, on such
studies. .

SEC. 404. DISPUTE RERSOLUTION.

Subchapter E of chapter V, as added by sec-
tion 402, is amended by adding at the end the
Sollowing:

“SEC. 563. DISPUTE RESOLUTION.

“If, regarding an obligation concerning drugs
or devices under this Act or section 351 of the
Public Health Service Act, there is a scientific
controversy between the Secretary and a person
who is a sponsor, applicant, or manufacturer
and no specific provision of the Act {nvolved, in-
cluding a regulation promulgated under such
Act, provides a right of review of the matter in
controversy, the Secretary shall, by regulation,
establish a procedure under which such sponsor,
applicant, or manufacturer may request a re-
view of such controversy, including a review by
an appropnate scientific advisory panel de-
scribed in section 505(n) or an advisory commit-
tee described in section 515(g)(2)(B). Any such
review shall take place in a timely manner. The
Secretary shall promulgate such regulations
within | year after the date of the enactment of
the Food and Drug Administration Moderniza-
tion Act of 1997.7.

SEC. 405. INFORMAL AGENCY STATEMENTS.

Section 701 (21 U.S.C. 371) 18 amended by add-
ing at the end the following:
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“(hR)(1)(A) The Secretary shall develop guid-
ance documents with public participation and
ensure that injormaton dentifying the erist-
ence of such documents and the documents
themselves are made avatlable to the public both
i written form and, as feasible, through elec-
tronic means. Such documents shall not create
or confer any rights for or on any person, al-
though they present the views of the Secretary
on matters under the jurisdiction of the Food
and Drug Admnstration.

“(B) Although guidance documents shall not
be binding on the Secretary, the Secretary shall
ensure that employees of the Food and Drug
Admuntstration do not dewnate from such guid-
ances without appropnate justification and su-
pervisory concurrence. The Secretary shall pro-
vide training to employees 1n how to develop
and use gutdance documents and shall monitor
the development and issuance of such docu-
ments.

“(C) For guidance documents that set forth
initial interpretations of a statute or regulation,
changes in interpretation or policy that are of
more than a minor nature, complexr scientific is- _
sues, or highly controverswual issues, the Sec-
retary shall ensure public participation prior to
implementation of guidance documents, unless
the Secretary determines that such prior public
participation is not feastble or appropriate. In
such cases, the Secretary shall provide for pub-
lic ¢ t upon impl tation and take such
comment {nto account.

‘(D) For guidance documents that set forth
eristing practices or minor changes in policy,
the Secretary shall provide for public comment
upon implementation.

*(2) In developing guidance documents, the
Secretary shall ensure uniform nomenclature for
such documents and uniform fnternal proce-
dures for approval of such documents. The Sec-
retary shall ensure that guidance documents
and revisions of such documents are properiy
dated and indicate the nonbinding nature of the
documents. The Secretary shall periodically re-
view all guidance documents and, where appro-
priate, remse such documents.

“‘(3) The Secretary, acting through the Com-
mussioner, shall maintain electronically and up-
date and publish penodically in the Federal
Register a list of guidance documents. All such
documents shall be made available to the public.

“(4) The Secretary shall ensure that an effec-
tive appeals mechanism is in place to address
complaints that the Food and Drug Administra-
tion 13 not developtng and using guidance docu-
ments in accordance with this subsection.

“(5) Not later than July 1, 2000, the Secretary
after evaluating the effectiveness of the Good
Guidance Practices document, published in the
Federal Register at 62 Fed. Reg. 3961, shall pro-
mulgate a regulation consistent with this subd-
section specifying the policies and procedures of
the Food and Drug Administration for the de-
velopment, issuance, and use of guidance docu-
ments.’’.

SEC. 408. FOOD AND DRUG ADMINISTRATION MIS-
SION AND ANNUAL REPORT.

{a) MISSION.—Section 903 (21 U.S.C. 393) is

amended— :

(1) by redesignating subsections (b) and (c) as
subsecttons (d) and (e), respectively; and

(2) by inserting after subsection (a) the follow-
ing:

‘(b) MISSION —The Admimistration shall—

‘“(1) promote the public health by promptly
and efficiently reviewnng clintcal research and
taking appropriate action on the marketing of
regulated products in a timely manner;

*‘(2) with respect to such products, protect the
public heaith by ensuring that—

‘“(A) foods are saje, wholesome, sanitary, and
properly labeled;

*(B) human and veteninary drugs are safe
and effective;

*(C) there 1s reasonabdle assurance of the safe-
ty and effectiveness of dewices intended for
human use;
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‘(D) cosmetics are safe and properly labeled;
and ’

“(E} public health and safety are protected
from electronic product radwation;

“(3) participate through appropriate processes
with representatives of other countries to reduce
the burden of regulation, harmonwze regulatory
requtirements, and achieve appropriate recip-
rocal arrangements, and

‘“(4) as determined to be appropriate by the
Secretary, carry out paragraphs (1) through (3)
in consultation with erperts in scitence, medi-
cine, and public health, and 1n cooperation with

consumers, users, manufacturers, importers,
packers, distnibutors, and retailers of regulated
products.”’.

{(b) ANNUAL REPORT.—Secton 903 (21 US.C.
393), as amended by subsection (a), is further
amended by adding at the end the following:

“(f) AGENCY PLAN FOR STATUTORY COMPLI-
ANCE.—

‘(1) IN GENERAL.—Not later than 1 year after
the date of enactment of the Food and Drug Ad-
ministration Modernization Act of 1997, the Sec-
retary, after consultation with appropriate sci-
entific and academic erperts, health care profes-
sionals, representatives of patient and consumer
advocacy groups, and the regulated industry,
shall develop and publish in the Federal Reg-
ister a plan bringing the Secretary into compli-
ance with each of the obligpations of the Sec-
retary under this Act. The Secretary shall re-
view the plan biannually and shall revise the
plan .as necessary, in consultation with such
persons.

*‘(2) OBJECTIVES OF AGENCY PLAN.—The plan
required by paragraph (1) shall establish objec-

tives and mechanisms to achieve such objectives, .

tncluding objectives related to—

“(A) maxrmmiring the availabllity and clarity
of information about the process for review of
applications and submissions (including peti-
tions, notifications, and any other simtlar forms
of request) made under this Act;

“(B) marvnizing the availabdility and clarity
of information for consumers and patients con-
cerning new products;

*(C) tmplementing inspection and postmarket
monitoring provisions of this Act;

‘(D) ensuring access to the scientific and
technical expertise needed by the Secretary to
meet odligations described in paragraph (1);

‘(E) establishing mechanisms, by July 1, 1999,
for meeting the time periods specified ir this Act
for the review of all applications and submis-
sions described in subparagraph (A) and submit-
ted after the date of enactment of the Food and
Drug Administration Modernization Act of 1997;
and

“(F) elimunating backlogs in the review of ap-
plications and subnussions described in subpara-
graph (A), by January 1, 2000.

‘'(g) ANNUAL REPORT.—The Secretary shall
annually prepare and publish in the Federal
Register and solicit public comment on a report
that—

‘(1) provides detailed statistical information
on the performance of the Secretary under the
plan described in subsection (f);

‘“(2) compares such performance of the Sec-
retary with the objectives of the plan and with
the statutory obligations of the Secretary; and

“‘(3) identifies any regulatory policy that has
a swnificant negative impact on compliance
with any objective of the plan or any statutory
obligation and sets forth any proposed revision
to any such regulatory policy.’".

SEC. 407. INFORMATION SYSTEM.

(a) AMENDMENT.—Chapter VII (21 U.S.C. 371
et seq.) 1s amended by adding at the end the fol-
lowng:

““SUBCHAPTER D—INFORMATION AND EDUCATION
“SEC. 741. INFORMATION SYSTEM.

““The Secretary shall establish and maintain
an tnformation system to track the status and
progress of each application or submission (in-
cluding a petition, notification, or other similar
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Jorm of request) submutted to the Food and Drug
Administration requesting agency action.”.

(b) REPORT.—Not later than 1 year after the
date of enactment of this Act, the Secretary of
Health and Human Services shall submit a re-
port to the Commuttee on Labor and Human Re-

—sources of the Senate and the Committee on
Commerce of the House of Representatives on
the status of the system to be established under
the amendment made by subsection (a), includ-
ing the projected costs of the system and con-
cerns about confidentiality.

SEC. 408. EDUCATION AND TRAINING.

(a) FOOD AND DRUG ADMINISTRATION.—Chap-
ter VII (21 U.S.C. 371 et seq.). as amended by
section 407, is further amended by adding at the
end the following section:

“SEC. 742. EDUCATION.

‘(a) IN GENERAL.—The Secretary shall con-
duct training and education programs for the
employees of the Food and Drug Administration
relating to the regulatory responsibilities and
policies established by this Act, including pro-

grams for—

"(1) scientific training;

‘(2) training to improve the sldll of officers
and employees authorized to conduct inspec-
tions under section 704;

“(3) training to achieve product specialization
in such inspections; and

‘‘(4) training in administrative process and
procedure and integrity issues.

“¢b) INTRAMURAL FELLOWSHIPS AND OTHER
TRAINING PROGRAMS.—The Secretary, acting
through the Commissioner, may, through fellow-
ships and other training programs, conduct and
support intramural research training for
predoctoral and postdoctoral scientists and phy-
sicians.”.

(b) CENTERS FOR DISEASE CONTROL AND PRE-
VENTION.—

(1) IN GENERAL.—Part B of title 111 of the Pub-
lic Health Service Act is amended by inserting
after section 3I7F (42 U.S.C. 247b-7) the follow-
ing:

“SEC. 317G. FELLOWSHIP AND TRAINING PRO-
GRAMS.

““The Secretary, acting through the Director
of the Centers for Disease Control and Preven-
tion, shall establish fellowship and training pro-
grams to be conducted by such Centers to train
individuals to develop skills in epidemiology,
survelllance, laboratory analysis, and other dis-
ease detection and prevention methods. Such
programs shall be designed to enable health pro-
Sfesswonals and health personnel trained under
such programs to work, after receiving such
training, in local, State, national, and inter-
national efforts toward the prevention and con-
trol of diseases, injuries, and disabilities. Such
fellowships and traiming may be administered
through the use of either appointment or non-
appointment procedures.’’.

(2) EFFECTIVE DATE.—The amendment made
by this subsection is deemed to have taken effect
July 1, 1995.

SEC. 409. CENTERS FOR EDUCATION AND RE-
' SEARCH ON THERAPEUTICS.

Title IX of the Public Health Service Act (42
U.S.C. 299 et seq.) 1s amended by adding at the
end of part A the following new section:

“SEC. 908. DEMONSTRATION PROGRAM REGARD-
ING CENTERS FOR EDUCATION AND
RESEARCH ON THERAPEUTICS.

‘“(a) IN GENERAL.--The Secretary, acting
through the Admnistrator and 1n consultation
with the Commussioner of Food and Drugs, shall
establish a demonstration program for the pur-
pose of making one or more grants for the estab-
lishment and operation of one or more centers to
carry out the activities specified 1n subsection
(b).

*‘(b) REQUIRED ACTIVITIES.—The activities re-
Jerred to in subsection (a) are the following-

‘(1) The conduct of state-of-the-art clinical
and laboratory research for the following pur-
poses:
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“(A) To increase awareness 0f—

(i) new uses of drugs, bwological products,
and devices;

‘(i) ways to improve the effective use of
drugs, biological products, and devices; and

*“(iii) nisks of new uses and risks of combina-
tions of drugs and biological products.

““(B} To provide objective clinical information
to the following individuals and entities-

‘(i) Health care practitioners or other provid-
ers of health care goods or services.

““(ii) Pharmacy benefit managers.

“(iii) Health maintenance organizations or
other managed health care organizations.

‘““(iv) Health care insurers or governmental
agencues.

*‘(v) Consumers.

‘“(C) To smprove the quality of health care
while reducing the cost of health care through—

‘(i) the appropriate use of drugs, biological
products, or devices; and

‘(i) the prevention of adverse effects of
drugs, biological products, and devices and the
consequences of such effects, such as unneces-
sary hospitalizations.

**(2) The conduct of research on the compara-
tive effectiveness and safety of drugs, biological
products, and devices.

*(3) Such other activities as the Secretary de-
termines to be appropriate, except that the grant
may not be erpended to assist the Secretary in
the review of new drugs.

“‘(c} APPLICATION FOR GRANT.—A grant under
subsection (a) may be made only if an applica-
tion for the grant is submitted to the Secretary
and the application is in such form, is made in
such manner, and contains such agreements, as-
surances, and information as the Secretary de-
termines to be necessary to carry out this sec-

tion.

“(d) PEER REVIEW.—A grant under subsection
(a) may be made only {f the application for the
grant has undergone appropnate technical and
scientific peer revietw.

‘“(e} AUTHORIZATION OF APPROPRIATIONS.—
For the purpose of carrying out this section,
there are authorized to be appropriated
£2,000,000 for fiscal year 1998, and $3,000,000 for
each of fiscal years 1999 through 2002."".

SEC. 410. MUTUAL RECOGNITION AGREEMENTS
AND GLOBAL HARMONIZATION.

{a) GOOD MANUFACTURING PRACTICE RE-
QUIREMENTS.—Section 520(f)(1)(B) (21 U.S.C.
3604(f)(1)(B)) 1s amended—

(1) in clause (1), by striking *‘, and*’ at the end
and inserting g semicolon;

(2) in clause (ii), by striking the period and
inserting **; and’’; and

(3) by inserting after clause (il) the following:

“(1ii) ensure that such regulation conforms, to
the ertent practicable, with internationally rec-
ognized standards defining quality systems, or
parts of the standards, for medical devices."".

(b) HARMONIZATION EFFORTS.—Section 803 (21
U.S.C. 383) is amended by adding at the end the
Jollowing:

““(c)(1) The Secretary shall support the Office
of the United States Trade Representative, in
consultation with the Secretary of Commerce, in
meetings with representatives of other countries
to discuss methods and approaches to reduce the
burden of regulation and harmonwze regulatory
requirements if the Secretary determines that
such harmonization continues consumer protec-
tions consistent with the purposes of this Act.

‘‘(2) The Secretary shall support the Office of
the United States Trade Representattve, in con-
sultation with the Secretary of Commerce, n ef-
forts to move toward the acceptance of mutual
recognition agreements relating to the regula-
tion of drugs, biwological products, devices, foods,
food additives, and color additives, and the reg-
ulation of good manufacturing practices, be-
tween the European Union and the United
States.

*‘(3) The Secretary shall regularly participate
1n meetings with representatives of other foreign
governments to discuss and reach agreement on
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methods and approaches to harmoniwze regu-
latory requirements.

“(4) The Secretary shall, not later than 180
days after the date of enactment of the Food
and Drug Admumstration Modernwzation Act of
1997, make public a plan that establishes a
framework for achieving mutual recognmition of
good manufacturing practices inspections.

*“{5) Paragraphs (1) through (4) shall not
apply with respect to products defined in section
201(f).""

SEC. 411. ENVIRONMENTAL IMPACT REVIEW.

Chapter VII (21 U.S.C. 371 et seq.), as amend-
ed by section 407, 1s further amended by adding
at the end the followng:

““SUBCHAPTER E—ENVIRONMENTAL IMPACT
REVIEW

“SEC. 746. ENVIRONMENTAL IMPACT.
““Notunthstanding any other provision of lat,

an environmental impact statement prepared in

accordance with the regulations published in
part 25 of title 21, Code of Federal Regulations

(as in effect on August 31, 1997) in connection

with an action carried out under (or a rec-

ommendation or report relating to) this Act,
shall be considered to meet the requirements for

a detailed statement under section 102(2)C) of

the National Environmental Policy Act of 1969

(42 U.S.C. 4332(2)(C))."".

SEC. 412 NATIONAL UNIFORMITY FOR NON-

PRESCRIPTION DRUGS AND COSMRET-
ICS.

(a) NONPRESCRIPTION DRUGS.—Chapter VII
(21 U.S.C. 371 et seq.), as amended by section
411, is further amended by adding at the end the
Sfollowing:

““SUBCHAPTER F—NATIONAL UNIFORMITY FOR
NONPRESCRIPTION DRUGS AND PREEMPTION
FOR LABELING OR PACKAGING OF COSMETICS

“SEC. 751. NATIONAL UNIFORMITY FOR NON-

PRESCRIPTION DRUGS.

“‘(a) IN GENERAL.—Ezxcept as provided in sub-
section (b), (c)(1), (d), (e), or (f), no State or po-
litlcal subdivision of a State may establish or
continue in effect any requirement—

‘(1) that relates to the regulation of a drug
that is not subject to the requirements of section
503(b)(1) or 503(f)(1)(A); and

*‘(2) that ts different from or in addition to, or
that is otherwise not identical with, a require-
ment under this Act, the Poison Prevention
Packaging Act of 1970 (15 U.S.C. 1471 et seq.), or
the Fair Packaging and Labeling Act (15 U.S.C.
1451 et seq.).

*'(b) EXEMPTION.—

‘“(1) IN GENERAL.—Upon application of a State
or political subdivision thereof, the Secretary
may by regulation, after notice and opportunity
for written and oral presentation of views, ex-
empt from subsection (a), under such conditions
as may be prescribed in such regulation, a State
or political subdivision requirement that— .

**(A) protects an important public interest that
would otherwise be unprotected, including the
health and safety of children;

‘“(B) would not cause any drug to be in viwla-
Hon of any applicable requirement or prohibi-
tion under Federal law; and

“(C) would not unduly burden interstate com-
merce.

‘“42) TIMELY ACTION.—The Secretary shall
make a decision on the exemption of a State or
political subdivision requirement under para-
graph (1) not later than 120 days afler receiving
the application of the State or political subdivi-
ston under paragraph (1).

““(c) SCOPE.—

‘(1) IN GENERAL.—This section shall not apply
to—

“‘{A) any State or political subdivision re-
quirement that relates to the practice of phar-
macy, or

‘“(B) any State or political subdivision re-
quirement that a drug be dispensed only upon
the prescription of a practitioner licensed by law
to adminuster such drug.
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(2} SAFETY OR EFFECTIVENESS.—FOT purposes
of subsection (a), a requirement that relates to
the regulation of a drug shall be deemed to in-
clude any requirement relating to public infor-
mation or any other form of public communica-
tion relating to a warning of any kind for a
drug.

*“(d) EXCEPTIONS.—

(1) IN GENERAL.—In the case of a drug de-
scribed in subsection (a)(1) that i1s not the sub-
Ject of an application approved under section
505 or section 507 (as in effect on the day before
the date of enactment of the Food and Drug Ad-
ministration Modernwzation Act of 1997) or a
final regulation promulgated by the Secretary
establishing conditions under which the drug is
generally recogmized as safe and effective and
not misbranded, subsection (a) shall apply only
with respect to a requirement of a State or polit-
ical subdivision of a State that relates to the
same subject as, but is different from or in addi-
tion to, or that is otherwtse not identical with—

““(A) a regulation 1n effect unth respect to the
drug pursuant to a statute descrided in sub-
section (a)(2); or

‘“(B) any other requirement in effect with re-
spect to the drug pursuant to an amendment to
such a statute made on or after the date of en-
actment of the Food and Drug Administration
Modernization Act of 1997.

‘“(2) STATE INITIATIVES.—This section shall
not apply to a State requirement adopted by a
State public inmitiative or referendum enacted
prior to September 1, 1997.

‘'(e) NO EFFECT ON PRODUCT LIABILITY
Law.—Nothing 1n this section shall be construed
to modify or otherwise affect any action or the
liability of any person under the product Habil-
1ty law of any State.

“(f) STATE ENFORCEMENT AUTHORITY.—~Noth-
ing in this section shall prevent a State or politi-
cal subdivision thereof from enforcing, under
any relevant civil or other enforcement author-
ity, a requirement that is identical to a regquire-
ment of this Act."".

(b) INSPECTIONS.—Section 704(a)1) (21 U.S.C.
374(a)(1)) is amended by striking ‘‘prescription
drugs™ each place it appears and inserting
‘“prescription drugs, nonprescription drugs in-
tended for human use,””.

(c) MISBRANDING.—Subparagraph (1) of sec-
tion 502(e) (21 U.S.C. 352(e)1)) is amended to
read as follows:

‘“(1)(A) If it is a drug, unless its label bears,
to the erxclusion of any other nonproprietary
name (except the applicabdle systematic chemical
name or the chemical formula)—

‘“(i) the established name (as defined in sub-
paragraph (3)) of the drug, if there is such a
name;

(1) the established name and quantity or, if
determined to be appropriate by the Secretary,
the proportion of each active ingredient, includ-
ing the quantity, kind, and proportion of any
alcohol, and also including whether active or
not the established name and quantity or if de-
termined to be appropriate by the Secretary, the
proportion of any bromides, ether, chloroform,
acetantlide, acetophenetidin, amidopyrine, anti-
pyrine, atropine, Rhyoscine, Ryoscyamine, ar-
senic, digitalls, digitalis glucosides, mercury,
ouabain, strophanthin, strychnine, thyroid, or
any derwative or preparation of any such sub-
stances, contained therein, except that the re-
quirement for stating the quantity of the active
ingredients, other than the gquantity of those
specifically named tn this subclause, shall not
apply to nonprescription drugs not intended for
human use; and

‘(1) the established name of each inactive in-
gredient listed in alphabetical order an the out-
side container of the retail package and, if de-
termined to be apprepnate by the Secretary, on
the immediate container, as prescribed in regu-
lation promulgated by the Secretary, except that
nothing in this subclause shall be deemed to re-
quire that any trade secret be divulged. and ex-
cept that the requirements of this subclause

H10473

with respect to alphabetical order shail apply

only to nonprescription drugs that are not also

cosmetics and that this subclause shajl not
apply to nonprescniption drugs not intended for
human use.

“(B) For any prescription drug the established
name of such drug or ingredient. as the case
may be. on such label (and on any labeling on
which a name for such drug or ingredient 15
used) shall be printed prominently and in type
at least half as large as that used thereon for
any proprietary name or designation for such
drug or ingredient, ercept that to the eTtent
that compliance with the requirements of sub-
clause (ii) or (1if) of clause (A) or this clause (s
impracticable, ezemptions shall be established
by regulations promulgated by the Secretary.'”.

(d) COSMETICS.—Subchapter F of chapter V1IJ,
as amended by subsection (a), is further amend-
ed by adding at the end the following:

“SEC. 752. PREEMPTION FOR LABELING OR PACK-
AGING OF COSMETICS.

‘“(a) IN GENERAL.~—Ezcept as provided in sub-
section (b), (d), or (e), no State or political sup-
division of a State may establish or continue in
effect any requirement for labeling or packaging
of a cosmetic that is different from or in addi-
tion to, or that is otherwise not identical with,
a requirement specifically applicable to a par-
ticular cosmetic or class of cosmetics under this
Act, the Poison Prevention Packaging Act of
1970 (15 U.S.C. 1471 et seq.), or the Fair Packag-
ing and Labeling Act (15 U.S.C. 1451 et seq.).

“‘(b) EXEMPTION.—Upon application of a State
or political subdivniston thereof, the Secretary
may by regulation, after notice and opportunity
for written and oral presentation of views, ex-
empt from subsection (a), under such conditions
as may be prescribed in such regulation, a State
or political subdivision requirement for labeling
or packaging that—

‘(1) protects an important public interest that
would otherwise be unprotected; -

“(2) wowld not cause a cosmetic to be in viola-
ton of any applicable requirement or prohib(-
tion under Federal law; and

*(3) would not unduly durden interstate com-
merce.

'(c) SCOPE.—For purposes of subsection (a), o-
reference to a State requirement that relates to
the packaging or labeling of a cosmetic means
any specific requirement relating to the same as-
pect of such cosmetic as a requirement specifi-
cally applicadle to that particular cosmetic or
class of cosmetics under this Act for packaging
or labeling, including any State requirement re-
lating to public information or any other form of
public communication.

‘“(d) NO EFFECT ON PRODUCT LIABILITY
Law.—Nothing in this section shail be construed
to modify or otherwise affect any action or the
liability of any person under the product ligbil-
ity law of any State. )

‘‘(e) STATE INITIATIVE.~This section shall not
apply to a State requirement adopted by a State
public {nitiative or referendum enacted prior to
September 1, 1997.°".

SEC. 413. FOOD AND DRUG ADMINISTRATION
STUDY OF MERCURY COMPOUNDS IN
DRUGS AND FOOD.

(a) LIST AND ANALYSIS.—The Secretary of
fealth and Human Services shall, acting
through the Food and Drug Administration—

(1) compile a list of drugs and foods that con-
tain intentionally introduced mercury com-
pounds, and

(2) pronide a quantitative and qualitative
analysts of the mercury compounds in the list
under paragraph (1).

The Secretary shall compile the list required by

paragraph (1) within 2 years after the date of

enactment of the Food and Drug Administration

Modernization Act of 1997 and shall provide the

analysis required by paragraph (2) within 2

years after suck date of enactment.

(b) STUDY.~The Secretary of Health and
Human Services, acting through the Food and
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Drug Administration, shall conduct a study of
the effect on humans of the use of mercury com-
pounds 1 nasal sprays. Such study shall in-
clude data from other studies that have been
made of such use.

(c) STUDY OF MERCURY SALES.—

(1) STUDY.—The Secretary of Health and
Human Seruvices, acting through the Food and
Drug Administration and subject to appropna-
tions, shall conduct, or shall contract with the
Institute of Medicine of the National Academy
of Sciences to conduct, a study of the effect on
humans of the use of elemental, organic, or in-
organic mercury when offered for sale as a drug
or dietary supplement. Such study shall, among
other things, evaluate—

(A) the scope of mercury use as a drug or die-
tary supplement; and

(B) the adverse effects on health of children

and other sensttive populations resulting from
exposure to, or ingestion or inhalation of, mer-
cury when so used.
In conducting such study, the Secretary shall
consult with the Administrator of the Environ-
mental Protection Agency, the Chair of the
Consumer Product Safety Commission, and the
Administrator .of the Agency~for Tozic Subd-
stances and Disease Registry, and, to the ertent
the Secretary believes necessary or appropriate,
with any other Federal or private entity.

(2) REGULATIONS.—If, in the opinion of the
Secretary, the use of elemental, organic, or inor-
ganic mercury offered for sale as a drug or die-
tary supplement poses a threat to human
health, the Secretary shall promulgate regula-
tions restricting the sale of mercury intended for
such use. At a minimum, such regulations shall
be designed to protect the health of children and
other sensitive populations from adverse effects
resulting from exposure to, or ingestion or inha-
lation of, mercury. Such regulations, to the ex-
tent feasible, should not unnecessarily interfere
with the availability of mercury for use in reli-
grous ceremonies.

SEC. 414. INTERAGENCY COLLABORATION.

Section 903 (21 U.S.C. 393), as amended by sec-
tion 406, is further amended by inserting after
:ubsectwn {(b) the followng:

*“(c) INTERAGENCY COLLABORATION. —The Sec-
retary shall wmplement programs and policies
that will foster collaboration between the Ad-
ministration, the National Institutes of Health,
and other science-based Federal agencies, to en-
hance the scientific and technical erpertise
available to the Secretary in the conduct of the
duties of the Secretary with respect to the devel-
opment, clinical investigation, evaluation, and
postmarket monitoring of emerging medical
therapies, including complementary therapies,
and advances in nutrition and food science."".
SEC. 415. CONTRACTS FOR EXPERT REVIEW.

Chapter I1X (21 U.S.C. 391 et seq.), as amended
by section 214, is further amended by adding at
the end the follounng:

“SEC. 907. CONTRACTS FOR EXPERT REVIEW.

““(a) IN GENERAL.—

‘(1) AUTHORITY.—The Secretary may enter
into a contract with any organtzation or any in-
dividual (who is not an employee of the Depart-
ment) with relevant erpertise, to review and
evaluate, for the purpose of making rec-
ommendations to the Secretary on, part or all of
any application or submission (including a peti-
tion, notification, and any other stmilar form of
request) made under this Act for the approval or
classification of an article or made under sec-
tion 351(a) of the Public Health Service Act (42
U.S.C. 262(a)} with respect to a brological prod-
uct. Any such contract shall be subject to the
requirements of section 708 relating to the con-
fidentiality of information

““(2) INCREASED EFFICIENCY AND EXPERTISE
THROUGH CONTRACTS —The Secretary may use
the authority granted tn paragraph (1) when-
ever the Secretary determines that use of a con-
tract described 1n paragraph (1) will improve the
timeliness of the review of an application or
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submussion described mn paragraph (1), unless
ustng such authority would reduce the quality,
or unduly increase the cost, of such review. The
Secretary may use such authority whenever the
Secretary deterrmnes that use of such a contract
will improve the quality of the review of an ap-
plication or submission described in paragraph
(1), unless using such authority would unduly
mncerease the cost of such review. Such improve-
ment in tmeliness or quality may include pro-
viding the Secretary increased scientific or tech-
nucal erpertise that is necessary to review or
evaluate new theraptes and technologies.

‘‘(b) REVIEW OF EXPERT REVIEW.—

‘(1) IN GENERAL.—Subject to paragraph (2),
the afficial of the Fond and hn:n Admnistra-
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tion responsible for any matter for which expert
review is used pursuant to subsection (a) shall
review the recommendations of the organization
or individual who conducted the erpert review
and shall make a final decision regarding the
matter 1n a timely manner.

*“(2) LIMITATION.—A final decision by the Sec-
retary on any such application or submussion
shall be made within the applicable prescribed
time period for review of the matter as set forth
in this Act or in the Public Health Service Act
(42 U.8.C. 201 et seg.).”.

SEC. 416. PRODUCT CLASSIFICATION.

Subchapter E of chapter V, as amended by
section 404, is further amended by adding at the
end the following:

“SEC. §63. CLASSIFICATION OF PRODUCTS.

‘‘(a) REQUEST.—A person who submits an ap-
plication or submission (including a petition,
notification, and any other similar form of re-
quest) under this Act for a product, may submit
a request to the Secretary respecting the classi-
fication of the product as a drug, biological
product, device, or a combination product sub-
ject to section 503(g) or respecting the compo-
nent of the Food and Drug Administration that
will regulate the product. In submitting the re-
quest, the person shall recommend a classifica-
tion for the product, or a component to regulate
the product, as appropriate.

“‘(b) STATEMENT.—Not later than 60 days after
the receipt of the request described in subsection
(a), the Secretary shall determine the classifica-
tion of the product under subsection (a), or the
component of the Food and Drug Administra-
tion that will regulate the product, and shall
provide to the person a written statement that
identifies such classification or such component,
and the reasons for such determination. The
Secretary may not modify such statement ercept
with the written consent of the person, or for
pubdlic health reasons based on sctentific evi-
dence.

‘‘(c) INACTION OF SECRETARY.—If the Sec-
retary does not provide the statement within the
60-day penod described in subsection (b), the
recommendation made by the person under sub-
section (a) shall be considered to be a final de-
termination by the Secretary of such classifica-
tion of the product, or the component of the
Food and Drug Admimistration that will regu-
late the product, as applicable, and may not be
modified by the Secretary ercept with the writ-
ten consent of the person, or for public health
reasons based on scientific evidence.”.

SEC. €17. REGISTRATION OF FOREIGN ESTAB-
LISHMENTS.

Section 510(1) (21 U.S C. 360(i)) is amended to
read as follows-

“(1)(1) Any establishment within any foreign
country engaged 1n the manufacture, prepara-
tion, propagation, compounding, Or processing
of a drug or a device that 1s imported or offered
for import 1nto the United States shall register
with the Secretary the name and place of busi-
ness of the establisnment and the name of the
United States agent for the establishment.

*(2) The establishment shall also provide the
mformation required by subsection (7).

**(3) The Secretary 1s authonized to enter into
cooperative arrangements with officials of jfor-
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egn countries to ensure that adequate and ef-
fective means are available fer purposes of de-
termining, from time to time, whether drugs or
devices manufactured, prepared, propagated,
compounded, or processed by an establishment
described 1n paragraph (1), if itmported or of-
fered for import into the United States, shall be
refused admission on any of the grounds set
forth 1n section 801(a)."".

SEC. 418. CLARIFICATION OF SEIZURE AUTHOR.

ITY.

Section  304(d)(1) (21
amended—

(1) in the fifth sentence, by striking ‘‘para-
praphs (1) and (2) of section 801(e)'" and insert-
ing ‘“‘subparagraphs (A) and (B) of seciion
801(e)(1)""; and

(2) by inserting after the fifth sentence the fol-
lowing: ‘Any person seeking to exrport an im-
ported article pursuant to any of the provisions
of this subsection shall establish that the article
was intended for e.rport at the time the amcle
entered commerce.’

SEC. 418. MERSTME COMMERCE.

Section 709 (2! U.S.C. 379z) is amended by
striking *‘a device” and inserting ‘‘a device,
food, drug, or cosmetic’.

SEC. €20. SAFETY REPORT DISCLAIMERS.

Chapter V1I (21 U.S.C. 371 et seq.), as. amend-
ed by section 412, is further amended by adding
at the end the following:

“SUBCHAPTER G—SAFETY REPORTS
“SEC. 756. SAFETY REPORT DISCLAIMERS.

“With respect to any entity that submits or is
required to submit a safety report or other infor-
mation 1n connection with the safety of a prod-
uct (including a product that is a food, drug,
device, dietary supplement, or cosmetic) under
this Act (and any release by the Secretary of
that report or information), such report or tnfor-
mation shall not be construed to reflect nec-
essarily a conclusion by the erttity or the Sec-
retary that the report or information constitutes
an admission that the product involved mal-
functioned, caused or contributed to an adverse
erperience, or otherwise caused or contributed
to a death, serious infury, or serious filiness.
Such an entity need not admit, and may deny,
that the report or information submitted by the
entity constitutes an adnussion that the product
mvolved malfunctioned, caused or contributed
to an adverse exrperience, or caused or contrib-
uted to a death, serious inyury, or serious {ll-
SEC. 421. LABELING AND ADVERTISING REGARD-

ING COMPLIANCE WITH SI‘ATUTDRY
REQUIREMENTS.

Section 301 (21 U.S.C. 331) 1s amended by
striking paragraph (1).

SEC. 422. RULE OF CONSTRUCTION.

Nothing in this Act or the amendments made
by this Act shall be construed to affect the ques-
tion of whether the Secretary of Health and
Human Services has any authornty to regulate
any tobacco product, tobacco ingredient, or to-
bacco additive. Such authority, tf any. shall be
ezercised under the Federal Food, Drug, and
Cosmetic Act as in effect on the day before the
date of the enactment of this Act.

TITLE V—EFFECTIVE DATE
SEC. 501. EFFECTIVE DATE. 3

Ezxcept as otherwise provided in this Act, this
Act and the amendments made by this Act, other
than the prouvisions of and the amendments
made by sections 111, 121, 125 and 307, shall
take effect 90 days after the date of enactment
of this Act.

And the House agree to the same

U.S.C. 334(d)1)) is

That the House recede from its amendment
to the title of the bill.
ToM BLILEY,
MICHAEL BILIRAKIS,
JOE BARTON,
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JAMES GREENWOOD,

RICHARD BCURR,
ED WHITFIELD,
JOHN D. DINGELL,
SHERROD BROWN,
HENRY A. WAXMAN,
RON KLINK,
Managers of the Part of the House.

JiM JEFFORDS,

DaxN CoaTs,

JUDD GREGG,

BILL FRIST,

MIKE DEWINE,

EDWARD M. KENNEDY,

CHRISTOPHER DODD,

TOM HARKIN,

BARBARA A. MIKULSKI,

Managers on the Part of the Senate.
JOINT EXPLANATORY STATEMENT OF
THE COMMITTEE OF CONFERENCE

The managers on the part of the House and
the Senate at the conference on the disagree-
ing votes of the two Houses on the amend-
ments of the House to the bill (S. 830) to
amend the Federal Food, Drug, and Cosmetic
Act and the Public Health Service Act to im-
prove the regulation of food, drugs, devices,
and biological products, and for other pur-
poses, submit the following joint statement
to the House and the Senate in explanation
of the effect of the action agreed upon by the
managers and recommended in the accom-
panying conference repors:

The House amendment to the text of the
bill struck all of the Senate bill after the en-
acting clause and inserted a substitute text.

The Senate recedes from its disagreement
to the amendment of the House with an
amendment that is substitute for the Senate
bill and the House amendment. The dif-
ferences between the Senate bill, the House

mendment, and the substitute agreed to in
.onference are noted below, except for clert-
cal corrections, conforming changes made
necessary by agreements reached by the con-
ferees, and minor drafting and clerical
changes.

The conference agreement on S. 830, the
Food and Drug Administration Moderniza-
tion Act of 1997, provides for (1) the reau-
thorization of the Prescription Drug User
Fee Act of 1992; (2) the improvement of regu-
lation of drugs through such reforms as
those pertaining to pediatric studles of
drugs, procedures relating to fast track
drugs. health care economic information, na-
tional uniformity for over-the-counter drugs
and cosmetics, and data requirements for
drugs and biological products; (3) the im-
provement of regulation of medical devices
through such reforms as those pertaining to
device standards and data requirements, pro-
cedures relating to humanitarian and break-
through devices, tracking and postmarket
surveillance, and accredited party review; (4)
the improvement of regulation of food
through such reforms as those pertaining to
the timetable and regulatory authority of
the Secretary in processing health and nutri-
ent content claims, food contact substance
notifications. and information relating to ir-
radiation treatment; and (5) genseral provi-
stons pertaining to the dissemination of in-
formation, expanded access to {nvestiga-
tional therapies, and consumer access to in-
formation about clinical trials of {nvestiga-
tional therapies.

Certain matters agreed to in conference
are noted below:

TITLE I—-IMPROVING REGULATION OF DRUGS
Prescription Drug User Fee Act (Subtitle A)

The conferees believe It is important to
place the PDUFA reauthorization provisions
of the Act {n the overall context of the budg-
etary agreements which have been put into
Dlace by the 1997 Balanced Budget Agree-
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ments (BBA). This Act preserves the original
PDUFA adjustment factor and therefore the
basic understanding behind the 1892 enact-
ment of this provision: that {s, the industry
willingness to pay user fees for enhanced per-
formance in the drug approval process. Nev-
ertheless the conferees acknowledge that the
1997 BBA places tight constraints on the ap-
propriations process. particularly in the out
years. The conferees expect the appropri-
ators will make every effort to meet the
trigger so that FDA is allowed to collect and
expend user fees. However, it must be ac-
knowledged that particularly in the fifth
year of BBA, budgetary pressures on all dis-
cretionary spending will be great.

Breakdowns of the actual spending levels
at FDA have not traditionally been provided
to the appropriators, making it difficult to
conduct oversight. Beginning in Fiscal Year
1998, appropriators will require FDA to sub-
mit a directed operating budget as part of
the annual budget request. This will serve as
a functional breakdown of how appropriated
dollars are spent, similar to the report FDA
submits annually to show how the agency
spent collected PDUFA user fees.

The conferees expect the President's budg-
etary request for FDA for salaries and ex-
penses to meet the PDUFA levels specified
for each of these years and not be based on
any assumption of the enactment of new sub-
stitutive user fees on other FDA regulated
industries. .
Pediatric studies of drugs (Sec. 111)

The conference agreement provides that if
the Secretary determines that information
about a drug may produce health benefits in
a pediatric population and makes a written
request for pediatric studies (including a
time frame for completing the studlies), and
the studies are compieted and are accepted
by the Secretary, then the sponsor or manu-
facturer will qualify for 6 months of extra
market exclusivity. The agreement author-
izes the Secretary to determine the time
frame for completing the studies, but the
conferees emphasize that such studies should
be sought, conducted, and completed at the
earliest possible opportunity. The conferses
do not intend that such studies be artifi-
cially timed for market advantage.

The agreement provides that no new mar-
ket exclusivity may be applied to any new
drug for which a new drug application i3 sub-
mitted after January 1, 2002. However, the
agreement provides a continuation of the
program for certain drugs already on the
market on the date of enactment. The pur-
pose of this limited extension i{s to ensure
that, with respect to such already marketed
drugs, exclusivity remains available if the
Secretary determines there is a continuing
need for additional information relating to
the use of such drugs that may promote
health benefits in the pediatric population.
This is applicable only to drugs already in-
cluded on the list under subsection (b) as of
Japuary 1, 2002. The Secretary will not list
any additional drugs under Section 505A(b)
after January 1, 2002. These drugs will be eii-
gible for the applicable 6-month time exten-
sion if the requested studies satisfy all re-
quirements of the section.

The conferees expect the Secretary to con-
sult with experts in pediatric research to de-
velop the list of drugs under subsection (b),
and to set priorities for studies on these
drugs. Such experts should include rep-
resentatives from the American Academy of
Pedlatrics, the Pediatric Pharmacology Re-
search Unit (PPRU) Network, and the U.S.
Pharmacopeia. The conferees note particu-
larly the excellent efforts of NIH, especially
through the PPRU Network, which will con-
tribute significantly to this effort.

The conference agreement also requires
that a study be conducted on the program.
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by January 1, 2001, that reviews all aspects of
the program, including {ts fmpact on the
price and availability of drugs and the avail-
abllity of generic drugs.

With respect to any requested studies
under this provision, the conferees intend
that data collected prior to a request or re-
quirement by the Secretary may be used. {n
addition to data collected after such request
or requirement in satisfying the provisions
of this section.

Clintcal investigations (Sec. 115)

The conferees note that the requirement
for the Secretary to review existing guidance
and develop additional guidance, as appro-
priate, on the inclusion of women and mi-
norities in clinical trials does not require
participation of women and minorities in
any particular trial. Furthermore, FDA {s
required to consult with the National Inst{-
tutes of Health, which has developed inciu-
sion guldelines for subjects in federally fund-
ed clinical research, and with representa-
tives of the drug manufacturing industry, to
ensure that ethical, scientific, and legal is-
sues specific to privately funded clinical re-
search are considered. The conferees expect
FDA to set forth its general policy regard-
ing: the inclusion of women and minorities
in drug development research; population-
specific analyses of clinical data and assess-
ment of potential pharmacokinetic dif-
ferences; and the conduct of specific addi-
tional studies in women or minorities, where
appropriate.

Content and review of applications (Sec. 119)

The Secretary {s required to meet with an
applicant if the applicant makes a reason-
able written request for a meeting for the
purpose of reaching agreement on the design
and size of studies, if the sponsor provides
the information necessary to discuss and
reach agreement on the design and size of
such studies. The Secretary may refuse to
meet if the sponsor does not provide such in-
formation or if the Secretary determines
that such meeting i{s premature or would not
be useful.

Posttron emission tomography (Sec. 121)

The conference agreement provides for reg-
ulation of positron emission tomography
(PET) drugs and repiaces eariier industry
guidance and regulatory standards for PET
products promulgated by the FDA. The
agreement provides that, until the Secretary
establishes procedures under subsection
(cX1) described below, neither a New Drug
Application (NDA) nor an Abbraviated New
Drug Application (ANDA) is required by a li-
censed practitioner to produce a compounded
PET product in accordance with Unifted
States Pharmacopiea (USP) standards.

The agreement requires the Secretary, in
two years to establish procedures for approv-
ing PET products, including compounded
PET products, and good manufacturing prac-
tices for such products, taking account of
relevant differences between commercial
manufacturers and non-proflt organizations
and in consultation with patient groups,
physicians, and others. The Secretary may
not require NDAs or ANDAs for these prod-
ucts for four years (or two years after the
procedures mentioned above are established).

A compounded PET drug, by definition,
must be compounded pursuant to a valid pre-
scription order and {n accordance with state
law, among other requirements. A PET drug
that fa{ls to meet these requirements is not
a “‘compounded PET drug' and therefore is
not exempt from section 501(a)2)B) (21 USC
351(a)(2)(B)) or from subsections (b) and (J) of
section 505 (21 USC 355). PET drugs that fail
to meet the definition of a ‘‘compounded
PET drug' shall be subject to the procedures
and requirements established by the Sec-
retary under subsection (¢c)1).
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Application of Federal law to practice of phar-
macy compounding (Sec. 127)

The conference report includes provisions

! pharmacy compounding that reflect the

onferees’ extensive work with the Food and
Drug Administration and other interested
parties to reach consensus. It is the intent of
the conferees to ensure continued avaflabil-
ity of compounded drug products as a compo-
nent of tndividualized therapy, while limit-
ing the scope of compounding sc as to pre-
vent manufacturing under the guise of
compounding. Section 503A establishes pa-
rameters under which compounding is appro-
priate and lawful. The conditions set forth in
Section 503A should be used by the state
boards of pharmacy and medicine for prcper
regulation of pharmacy compounding io ad-
dition to existing state-specific regulations.

The conferees intend that, as defined In
subparagraph (b)(2), copies of commercially
avallable drug products do not include drug
products in which the change from the com-
mercially available drug product produces a
“significant difference’” for the particular
patient. For example, the removal of a dye
from a commercially available drug product
for a particular patient who is allergic to
such dye shall be presumed to be a “‘signifi-
cant difference.’” The conferees expect that
FDA and the courts will accord great def-
erence to the licensed prescriber’s judgement
in determining whether the change produces
a ‘‘significant difference.”” However, where 1t
i8 readily apparent, based on the cir-
cumstances, the ‘‘significant difference’ is &
mere pretext to allow compounding of prod-
ucts that are essentially copies of commer-
clally available products, such compounding
would be considered copying of commercially
available products and would not qualify for
the compounding exemptions if it is done
regularly or in inordinate amounts. Such cir-
cumstances may include, for example, in-
stances in which minor changes in strength
(such as from .08% to .09% are made that are
not known to be significant or instances in
which the prescribing physician Is receiving
financial remuneration or other financial in-
centives to write prescription for
compounded products.

The conferees also expect that the Sec-
retary will develop the list of bulk drug sub-
stances described in subsection
(D)(1)(A)X(1)III) within one year from the date
of enactment. It is the intent of the con-
ferees that the criteria used to develop the
list of bulk drug substances and the list it
self are to be developed in consultation with
the United States Pharmacopoeia. The con-
ferees further intend that where evidence re-
lating to an approval under Section 505 does
not exist, the Secretary shall consider other
criteria. Finally, the conferees intend that
after this list is published, organizations
may petition the FDA for inclusion of addi-
tional substances on the aforementioned list.

The memorandum of understanding de-
scribed in Paragraph (b)3)(B)(1) shall provide
guidance on the meaning of Iinordinate
amounts, including any circumstances under
which the compounding of drug products for
interstate shipment in excess of 5 percent of
total prescription order would be inciuded in
a ‘‘safe harbor’™ of interstate shipments of
compounded products that shall not be
deemed inordinate.

As stated in paragraph (e), nothing in Sec-
tion 503A 1is intended to change or otherwise
affect current law with respect o
radiopharmaceuticals, including PET drugs.
Further, as stated in paragraph (D), the term
compounding does not include mixing recon-
stituting or other suck acts that are per-
formed in accordance with directions con-
tained in approved labeling provided by the
product’s manufacturer and other manufac-
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turer directions consistent with that label-
ing. Nothing in this provision 1s intended to
change or otherwise affect the Act with re-
spect to reconstitution or other similar proc-
essing that is done pursuant to a manufac-
vurer's approved labeling, and other direc-
tions from such manufacturer that are con-
sistent with that labeling. In general. such
practices, as performed by a licensed practi-
tioner for an identified individual patient,
are appropriately regulated by state boards
of pharmacy. The conferees intend that fa-
cilities required to register with the FDA,
including those which are engaged in non-pa-
tient specific compounding and reconstitu-
tlon activities, are appropriately regulated
under the Federal Food, Drug and Cosmetic
Act.

Finally, with regard to the effective date
described in paragraph (b), the conferees ex-
pect the FDA to work diligently to consult
with necessary parties to promulgate the re-
quired regulations and lists. Nothing in para-
graph (b) is intended to abrogate the Sec-
retary’'s responsibility to promulgate such
regulations through the notice and comment
rulemaking process.

Reauthorization of the Clinical Pharmacology
Program (Sec. 128)

The conference agreement extends through
fiscal year 2002 the authorization of appro-
priations of the Clinical Pharmacology
Training Program, a program originally au-
thorized under section 2(b) of P.L. 102-222.
Nothing in this section of the agreement pro-
hibits the Secretary from -continuing the
awarding of grants to the original and cur-
rent grantees. The conferees strongly rec-
ommend that the Secretary continue the de-
velopment of the clinical pharmacology pro-
grams at the colleges and universities origi-
nally selected to participate in the program.
Regulations for sunscreen products (Sec. 129)

The conference agreement includes a pro-
vision requiring FDA to continue diligently
with 1ts work to complete its rulemaking
process on sunscreen products and to issue
regulations within 18 months. The conferees
recognize that various technjcal and sci-
entific issues may take longer to resolve
than other aspects of the rulemaking. The
conferees do not intend that all regulation in
this ares be complete or comprenensive by a
specified date.

TITLE II—IMPROVING REGULATION OF DEVICES
Scope of review (Sec. 205)

The conference agreernent addresses the
issue of regulatory burden by ensuring that
the impact of the Secretary’'s necessary re-
view, approval, and oversight functions is
not inappropriate. This assurance is achieved
by requiring the Secretary to consider, in
consultation with an applicant for device ap-
proval, the method for evaluating the de-
vice's effectiveness that would be appro-
priate, least burdensome, and reasonably
likely to result in the device's approval. The
conferees believe that this language is nec-
essary to and consistent with improving
communications between the FDA and regu-
lated persons, increasing regulatory effi-
ciency, and decreasing the length of product
review and approval.

Premature notification (Sec. 206)

The conference agreement exempts class 1
devices from premarket notification under
section 510(k), except those types that
present a potential unreasonable risk of 11l-
ness or injury, or that are of substantial im-
portance {n preventing impairment of human
health. The agreement also requires the Sec-
retary to publish a notice listing the types of
class II devices that are exempt from pre-
market notification. The Secretary must
publish this initial list within 60 days.
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Thereafter, class II devices may be exempted
by the Secretary on the Secretary's own ini-
tiative or through a petition process. the
agreement provides that the Secretary must

acrnAanA ~ > c11 o ar - -
respond toc any such petition within 180 days

or the petition will be deemed granted.

The conferees do not intend by this provi-
slon that the Secretary should up-classify
low-risk class I device in order to avoid ex-
empting them. The conferees believe the ap-
propriate exemption of class I and certain
class II devices will allow the Secretary to
expend limited premarket review resources
on potentially risky and technologically ad-
vanced devices. Focusing resources in this
manner will ensure the public continues to
be adequately protected and will still benefit
from the earlier avallability of new products.
Accredited party review (Sec. 210)

The conference agreement makes modifica-
tions to the House and Senate provisions es-
tablishing the process by which the Sec-
retary will accredit person to review and ini-
tially classify 510(k) devices. The agree-
ment’s provisions relating to the scope and
the duration of the pilot program specify
that an accredited person may not review a
class III device, a class II device that is per-
manently Iimplantable, life-sustaining or
life-supporting, or a class II device for which
clinical data are required. The latter cat-
egory is limited in size to not more than six
percent of all 510(k) submissions. In addition,
the agreement provides for the termination
of the pilot program after the Secrstary has
met specified targets for inclusion of eligible
devices.

Reports (Sec. 213)

The conference agreement amends Section
519 of the Federal Food, Drug and Cosmetic
Act to reduce the reporting requirements for
device distributors. Manufacturers and im-
porters, however, are required to compiy
with the existing requirements for medical
device reporting. The amendment to section
519(aX(®) requires distributors to keep records
and make them available to the Secretary on
request. Because distributors will no longer
be submitting reports to the Secretary, cop-
ies of reports would also not be sent to the
manufacturers. This i{s not intended to pro-
vide the FDA with any new statutory au-
thority to require distributors to keep addi-
tional records; it merely clarifies that exist-
ing record keeping requirements of section
518(a) continue to apply. This provision also
removes the registration, listing, and report-
ing requirements for distributors under sec-
tion 510. Since user facilities and manufac-
turers submit medical device reports to the
FDA, there is no need for additional report-
ing by distributors. The FDA is urged to
allow all record keeping, inciuding distribu-
tor record keeping, to be accomplished
through either electronic means or written
documentation. The FDA is also urged to re-
vise i{ts current regulations on distributor
record keeping (21 C.F.R. §804.35(b)) to pro-
vide that distributors need only keep records
of complaints for six years from the date a
complaint is received by the distributor, con-
sistent with the longest statutes of limita-
tions under State tort laws. Currently, FDA
regulations require distributors to keep
records for two years from the date of the
record of complaint or the expected life of
‘the device, whichever {s greater. It is the 1n-
tent of the conferees to simplify these re-
quirements, since distributors, unlike manu-
facturers, are not able to determine the ex-
pected life of a device. Since these records
will be kept by manufacturers as well, it 1s
unnecessarily burdensome for distributors o
keep these records for other than a fixed pe-
riod of time.

The conferees expect the FDA to modify
its regulations under Sec. 319({) to ensure



November 9, 1997

that the reports under this section are not
required from any manufacturer, importer,
or distributor who also is regulated and re-
quired to make such reports under the Radl-
atlon Controi for Health and Safety Act of
1968 (21 U.S.C. 360111

Practice of medicine (Sec. 214)

The conference agreement {ncludes a pro-
vision intended by the conferees ta empha-
sfze that the FDA should not interfere in the
practice of medicine. Specifically, the con-
ferees note that the off-label use of a medical
device by a physician using his or her best
medical judgment in determining how and
when to use the medical product for the care
of a particular patient is not the province of
the FDA. It {3 the intent of the conferees
that this provision not be construed to affect
medical professional liability.

TITLE ID—IMPROVING REGULATION OF FOOD

Flexibility for regulations regarding claims (Sec.
01)

The conference agreement clarifies the pa-
rameters within which the Secretary may
use the interim final rulemaking authority
established under this section. This author-
ity enables the Secretary to make proposed
regulations on claims effective upon publica-
tion, pending consideration of public com-
ment and publication of a final reguiation.
The conferees’ clarifying language empha-
sizes that this authority may be used when
the Secretary determines that it 13 necessary
to enable the Secretary to improve consumer
access to important dietary information and
to ban or modify a claim in a prompt fash-
lon. The conferses' intent in creating this ex-
pedited rulemaking authority for health and
nutrient content claims is that it be used
primarily to expedite the review of petitions
for health and nutrient content claims based
on authoritative statements.

Health and nutrient content clatms (Secs. 303,
304)

The conference agreement makes stream-
lIned procedurss available for®the Secretary
to permit more sclentifically sound nutri-
tion {nformation to be provided to consum-
ers through health and nutrient content
claims. This process is triggered by authort-
tative statements of entities such as the Na-
tional Institutes of Health (NIH) and the
Centers for Disease Control and Prsvention
(CDC), and the National Academy of
Sciences (NAS). Although the provision spe-

cifically permits claims to be made on the-

basis of a statsment produced by subsidiaries
of NAS, the conferees intand that the lack of
similar language with respect to entities
such as NIH and CDC be interpreted as a re-
flection of the desire of the conferees that
statements {ssued by entities such as NIH
and CDC reflect consensus within those in-
stitutions. The agreement makes minor
modifications to the House provisions on
health and nutrient content claims to expe-
dite the process by which such claima are
processed. As part of the submissions to the
Secretary for heaith claims based on anthor-
itative statements, a balanced representa-
tion of the scientific literature may include
a bibliography of such literaturs.

Disclosure of irradiation (Sec. 306)

The conference agreement snsures that no
existing provision of the Federal Food Drug
and Cosmetic Act will be considered to re-
quire a separate radiation disclosure state-
ment that is more prominent than the dec-
laration of ingredients on the food label. To
ensure the intended effect of this provision,
the conferees direct the Secretary promptiy
to publish for public comment proposed
amendments to current regulations relating
to the labeling of foods treated with jonizing
radiation. The conferees expect flnal regula-
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tions to be Issued not more than 12 months
after the date of enactment of this measure.
The public comment process should be uti-
lized by the Secretary to provide an oppor-
tunity to comment on whether the regula-
tions should be amended to revise the pre-
scribed nomenclature for the labeling of irra-
diated foods and on whether such labeling re-
quirements should expire at a specified date
in the future. The conferees intend for any
required disclosure to be of a type and char-
acrer such that it would not be perceived to
be a warning or give rise to inappropriate
consumer anxiety.

Food contact substances (Sec. 309)

The conference agreement establishes a
notification process for the regulation of
components of food packaging, known as
food contact substances, which is intended to
expedite authorization of the marketing of a
food contact substance except where the Sec-
retary determines that submission and re-
view of a food additive petition s necessary
to provide adequate determination of safety.
The agreement also authorizes appropria-
tions to finance the costs of the new notifi-
cation process. To protect the Agency from
having to reallocate resources within CFSAN
to meet the costs of implementation, the
agreement provides that implementation Is
to be triggered only when the FDA receives
an appropriation sufficient to fund the pro-
gram. The conferess strongly encourage the
House and Senate to appropriate the funds
authortzed. The conferees also urge the Com-
mittees of jurisdiction. when reauthorizing
the notification program, to reevaluate fully
its operational effectiveness, the appro-
priateness of its timeframes, the adequacy of
funding, and its protection of the public
health.

On the subject of food contact substances,
the conferees wish to commend the FDA and
the Environmental Protection Agency (EPA)
for developing an Administration policy on
the question of returning {rom EPA to FDA
regulatory authority over antimicrobials
used as food contact substances. This policy
addresses the uncertajnty unintentionally
created by the Food Quality Protection Act
of 1996 (FQPA) over the authority for regu-
lating antimicrobials used as food contact
substances. Although the legislative lan-
guage effecting this policy was considered by
the conferees to be outside the scope of this
conference, the conferees acknowledge the
significant need for this change and urge
FDA and EPA to continue to work with the
Congress to identify and dsvelop an appro-
priate and expeditious vehicle for action on
this matter. In the interim, the conferees
urge the agencies not to delay active review
of pending petitions and the pursuit of the
most immediate means to achisve resolntion
of this jurisdictional issue.

TITLE I[V—GENERAL PROVISIONS

Dissemination of treatment information (Sec.
401)

The conference agreement’s incluston of
this section Is intended to provide that
health care practitioners can obtain impor-
tant scientific information about uses that
are not included in the approved labeling of
drugs, biological products, and devices. The
conferees also wish to encourage that these
new uses be included on the product label.
Therefore, the agreement includes strong in-
centives to conduct the research needed and
flle a supplemental application for such uses.
A manufacturer who seeks to disseminate in-
formation about 2 new use must either cer-
tify that it will flle a supplemental applica-
tion or must submit a proposed protocol and
schedule for conducting the necessary stud-
{es and a certification that a supplemental
application will be lled.
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Although the conferees intend to ensure
that the research {s undertaken to get new
uses on product labels, the conferees also
recognize that there may be Umited cir-
cumstances when 1t {s appropriate to exempt
a manufacturer from the requirement to file
a supplemental application. In making the
determnination of whether to grant an exemp-
tion pursuant to subsection (d)2), the Sec-
retary may consider, among other factors.
whether: the new use meets the require-
ments of section 186(t}2)(B) of the Social Se-
curity Act: a medical specialty society that
1s represented In or recognized by the Coun-
cil of Medical Spectalty Socisties (or i a
subspecialty of such society) or 13 recognized
by the American Osteopathic Association,
has found that the new use s consistent with
sound medical practice; the new use is de-
scribed in a recommendation or medical
practice guideline of a Federal health agen-
c¢y. including the National Institutes of
Health, the Agency for Health Care Policy
Research and the Centers for Disease Control
and Prevention of the Department of Health
and Human Services; the new use s de-
scribed in one of three compedia: The U.S.
Pharmacopeia-Drug Information, the Amer-
ican Medical Assoclation Drug Evaluation,
or the American Hospital Association For-
mulary Service Drug Information:; the new
use involves a combination of products of
more than one sponsor of a new drug applica-
tion, a biological license application, a de-
vice premarket notification, or a davice pre-
market approval application; or the patent
status of the product.

The conferees recognize that there may be
cases where the size of the patient popu-
lation may be cause for the Secretary to de-
termine that a supplemental application
should not be filed. However, this {s intended
to be the exception, rather than the rule, {n
the case of populations suffering from or-
phan or rare disorders. For many years, this
Congress has sought to encourage research
into orphan diseases and the approval of in-
novative drugs for their treatment. The Sec-
retary should examine very carefully wheth-
or an exemption from f{lling a supplemental
application might hinder such research and
recognize the vital importance of encourag-
ing application for new drugs and new drug
uses intended to treat rare disorders.
Ezpanded access to investigational therapies

and diagnostics (Sec. 402)

The conference report provides statutory
direction to expand access programs and em-
phasizes that opportunities to participate in
expanded access programs are available to
every individual with a life-threatening or
seriously debilitating illness for which there
1s not an effective, approved therapy. The
conferees note that they purposely used
broad language in this section relating to
“serlous’” conditions, without attempting to
define them, in order to permit wide flexibil-
ity in implementation. Nlnesses that do not
cause death, or imminent death, can none-
theless destroy the lives of both patients and
their families. The conferees therefore in-
tend that the seriousness of an illness be
given broad consideration, to take into sc-
count all of the circumstances involved.

Currently, Federal law allows drug compa-
nies to make experimental drugs available,
under specific circumstances, to seriously
and terminaily 111 patients. However, compa-
nies are often reluctant to do so because
they fear that inclusion of data on such very
{1l patients will jeopardize the approval of
their product because these patients’ medi-
cal progress on any therapy may conflict
with or be inconsistent with data from pa-
tlents in the clinical studies. The conferees
request that the FDA evaluate ways to ad-
dress this problem, particularly for terminal
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patients who have falled existing approved
therapies.
Information system (Sec. 407)

The conferees intend that the tnformation
system shall provide access to the informa-
tion by the applicant under conditions set by
the Secretary, except that access shall not
be provided under any particular form of in-
formation system to any applicant until ap-
propriate safeguards are in place to ensure
that integrity and confidentiality of the in-
formation for which access is provided.
Education and training (Sec. 408)

The conference agreement authorizes the
Centers of the FDA that conduct intramural
research to provide fellowships and training
to appropriate undergraduate, pre-doctoral,
and/or post-doctoral candidates. In the past,
FDA'’s Centers provided for a limited number
of scientific training positions through Full
Time Equivalent programs or interagency
agreements with other federal agencies
which have the statutory authority to hire
trainees through third parties. However,
many of the benefits of the training program
have been reduced because FDA has not had
specific direct authority to conduct and sup-
port them. In light of the additional over-
head costs, reduced training flexibility, in-
creased paperwork, and hiring delays that
have resulted, it i3 increasingly difficult and
impractical for FDA to hire trainees as FTE
Service Fellows. As a result, the Intramural
Research and Training Authority authorized
here is intended to provide the FDA the au-
thority to conduct and support directly the
selection and training of fellows, allow more
effictient use of appropriated funds by reduo-
ing overhead and other costs, and permit the
training of such candidates as non-FTE posi-
tions. The conference agreement also pro-
vides similar authority for the Centers for
Disease Control and Prevention.

Centers for education and research on thera-
peutics (Sec. 409)

The conference agreement establigshes a
demonstration program to conduct research
and increase awareness of new products and
ways to improve their effective use, and to
increase awareness of risks of both new uses
and combinations of therapies. In carrying
out this demonstration program, the Sec-
retary is directed to act through the Agency
for Health Care Policy and Research
(AHCPR) in consultation with the FDA Com-
missioner. The conferees designated AHCPR
as the lead agency because of its expertise in
the evaluation of the effectiveness of clinical
care, 1ts non-regulatory role, and its close
working relationship with the health care
community in the improvement of the qual-
ity of care. Accordingly, this section estab-
lishes & new Sectlon 928 in Title IX of the
Public Health Service Act, the authorizing
statute for AHCPR.

To ensure appropriate coordination and to
avoid unnecessary duplication, AHCPR is re-
quired to consult closely with the FDA in
the development and operation of this dem-
onstration program. The conferees expanded
the focus of this demonstration to include
ways to improve the effective use of drugs,
biological products, and devices as well as
risks of new combinations of such products
and directed that the clinical information
gatned in the project would be provided to
consumers as well as health care practition-
ers and insurers Finally, the conferees di-
rect AHCPR also to consider the appropriate
use of products in meeting the purposes of
this section.

Environmental impact review (Sec. 411)

The conferees believe that FDA'S new pro-
cedures implementing the National Environ-
mental Policy Act (NEPA) appropriately
eliminate unnecessary paperwork and delays
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associated with prior agency practices. Sec-
tion 411 makes clear that an environmental
Impact statement (EIS) prepared in accord-
ance with those regulations will meet the re-
quirements of NEPA. The conferees do not
intend this section to preclude judicial re-
view of EISs. The conferees understand that
the FDA may modify its regulations periodi-
cally, in consultation with the Council on
Environmental Quality and the FDA's au-
thorizing committees, as new circumstances
or tnformation warrants.

Because the Clean Alr Act authorizes pro-
duction of limited quantities of Class I and
Class II substances for use in medical de-
vices, there will be a continuing, but limited,
supply of these substances. The EPA shall
not dictate, promote or otherwise encourage
a policy preference for disposal by inciner-
ation of the contents of metered-dose inhal-
ers, but instead allow such contents to be re-
captured, recycled or reused consistent with
section 608(a)(3) of the Clean Afir Act until
such time that Congress conducts oversight
hearings into the issue.

National uniformity for nonprescription drugs
and cosmetics (Sec. 412)

Confidentiality of OTC company self-audits

Public policy should encourage drug manu-
facturers to conduct audits of their activi-
ties to candidly alert management to poten-
tial problems so that they can be addressed
quickly and effectively. If FDA were to as-
sert routine access to these audits, it would
create serious disincentives to conducting
appropriate audits and preparing thorough
reports of the results. FDA already has a pol-
icy of not ordinarily requesting audit re-
ports, which is set forth in compliance policy
guide (#7151.02, Sec. 130.300) that appiies to
prescription drug firms. It is expected that
OTC drug firms would be subject to the same
compliance policy guide. Thus, during rou-
tine inspections of OTC drug establishments,
FDA would not be expected to request or to
review or copy reports and records that re-
sult from the firm’'s own audits and inspsc-
tions of its operations to assure compliance
with applicable FDA requirements such as
good manufacturing practice (GMP) regula-
tlons. FDA would reserve the right to review
such audits in certain limited circumstances
as outlined in the compliance guide.

OTC and cosmetics inspection

The conferees intend that FDA exercise its
new records inspection authority fairly and
carefully, especially with regard to inspec-
tions at facilities that manufacture products
that are both cosmetics and over-the-counter
drugs. Cosmetic products that are also OTC
drugs will, under the provisions of this bill,
benefit from full national uniformity relat-
ing to all regulatory requirements, including
those associated with ingredients, labeling,
and packaging. Therefore, under these provi-
sions, manufacturers of such OTC products
will be subject to records inspection by FDA.
The conferees want to make clear that any
records inspection applies only to those
products for which there is full nattonal uni-
formity. This new records {nspection author-
1ty applies only to products determined to be
over-the-counter drugs. It does not apply to
products that are solely cosmetics.

In the case of an inspection at a facllity
which deals both with cosmetic products
that are OTC drugs and those that are not,
FDA Inspectors do not have access to any
records relating to the cosmetic products.
Further, the conferees want to make ciear
that there is no records inspection authority
under these provisions for facilities dealing
exclusively with cosmetics.

Finally, the conferees expect that FDA
will provide sufficient time and guidance to
the over-the-counter drug itndustry prior to
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initiating any program of records inspection
and in the early stages of implementing this
new requirement.

Effect of national uniformity on state enforce-

ment “little FTC'' laws

All states have laws prohibiting false and
misleading advertising, modeled on the Fed-
eral Trade Commission Act. These laws have
been applied to prohibit unsubstantiated
claims for nonprescription drugs and cosmet-
ics, and to require corrective advertising.
This provision is not intended to preempt
the application of these laws under such cir-
cumstances,

The Conference Committee intends to
make clear that “Little FTC" laws, as they
have historically been written and applied,
are not preempted. The scope of national
uniformity is modified to only apply to state
requirements that relate to labeling and
packaging or, if they go beyond labeling and
packaging, to requirements relating to
warnings. Thus, advertising issues relating
to claims substantiation, fair balance, and
misleading or deceptive claims are outside
the scope of preemption.

Effect of national uniformity on state food la-

beling laws

This provision is not intended to pre-empt
or prohibit States from regulating the label-
ing of food which derives from animals treat-
ed with non-prescription drugs. Nor are these .
provisions intended to void State regulations
on the use of these drugs.

Product classification (Sec. 416)

Subsections (b) and (c) have been amended
to make clear that FDA may only modify
product classifications for public health rea-
sons based on scientific information.

ToOM BLILEY,
MICHAEL BILIRAKIS,
JOE BARTON,
JAMES GREENWOOD,
RICHARD BURR,

ED WHITFIELD,
JOHN D. DINGELL,
SHERROD BROWN,
HENRY A. WAXMAN,
RON KLINK,
Managers on the Part of the House.

JIM JEFFORDS,

DAN COATS,

JUuDD GREGG,

BILL FRIST,

MIKE DEWINE,

EDWARD M. KENNEDY,

CHRISTOPHER DODD,

TOM HARKIN,

BARBARA A. MIKULSKI,
Managers on the Part of the Senate.

LEAVE OF ABSENCE

By unanimous consent, leave of ab-
sence was granted to:

Mr. UNDERWOOD (at the request of
Mr. GEPHARDT) for today and the bal--
ance of the week, on account of official
business.

Mr. YATES (at the request of Mr. GEP-
HARDT) for November 8 after 12 noon
and November 9, on account of personal
reasons.

SENATE BILLS AND CONCURRENT
RESOLUTION REFERRED

Bills and a concurrent resolution of
the Senate of the following titles were
taken from the Speaker’s table and,
under the rule, referred as follows:

S. 508. An act to provide for the relief of
Mal Hoa ‘‘Jasmin’ Saleht; to the Committee
on the Judiciary.
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Massiah-Jackson, for the eastern dis-
trict of Pennsylvama. Federal court.
Judge Massiah-Jackson has a very dis-
tinguished record on the State Court of
Common Pieas in Philadeiphia County.
Although some questions have arisen, a

couple of intemperate remarks., I
think, do not disqualify her. If intem-
perate remarks were disqualifiers,

there wouldn't be any Federal judges,
there wouldn't be any Senators or any-
body in any other positions. Questions
have arisen about her sentencing. Out
of 4,000 cases, 95 appeals were taken
and reversals in only 14 cases. [ urge
my wueaﬁies t0 support uuuge Fred-
erica Massiah-Jackson so we can fill a
vacancy on the Federal court.

Several Senators addressed the
Chair.

The PRESIDING OFFICER. The Sen-
ator from Vermont.

TYNT A A STITITN
UiN n.u .LLVLUUD'\JULV DM‘ 4 Al

MENT—CONFERENCE REPORT AC-
COMPANYING 8. 830

Mr. JEFFORDS. Mr. President, I ask
unanimous consent that the Senate
now turn to the conference report ac-
companying the FDA reform bill; that
it be considered as having been read;
that there be 30.minutes for debate
equally divided between the chairman
and ranking minority member, with-an
additional 5 minutes for Senator REED
of Rhode Island; and that following the
conclusion or yielding back of time,
the Senate proceed to vote on the adop-
tion of the conference report, all with-
out further action or debate.

The PRESIDING OFFICER. Is there
objection?

Mr. HARKIN. Reserving the right to
object.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

Mr. HARKIN. As I understand this,
we now have an hour of debate?

Mr. JEFFORDS. Half hour; 30 min-
utes.

Mr. HARKIN. And then we will vote.

Mr. JEFFORDS. Right.

Mr. HARKIN. It will be a recorded
vote.

Mr. JEFFORDS. No, it will not be. It
depends on the body, but it is intended
to be a voice vote.

. Thirty minutes of de-

: bace.. a voice vote and then there will

be no pending business after that?
What will the pending business be after
that voice vote? .

The PRESIDING OFFICER. The
pending business is the fast-track bill.
My understanding of the request of the
Senator from Vermont was 30 minutes
equally divided., plus an additional 5
minutes for the Senator from Rhode Is-
land.

Mr. HARKIN. Mr. President, since ev-
erybody else seems to be getting in
line, I wonder if I can amend that to
ask unanimous consent that after the
disposition of this bill, after the voice
vote, which I understand is included in
your disposition, after the disposition
of this bill, that the Senator from Iowa
be recognized.
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The PRESIDING OFFICER. Is there
objection? .

Mr. KENNEDY. Mr. President, I was
wondering 1if we could ask for 40 min-
utes. I have a couple of Senators on our
side who would like time, who have
been very active on this issue. Perhaps
we could have a few more minutes so
that we could accommodate their re-
quests. Would that be agreeable?

Mr. JEFFORDS. Does that include
the Senator from Iowa?

Mr. HARKIN. No.

Mr. KENNEDY. No.

Mr. JEFFORDS. Yes. I have an obJec-

Mr. KENNEDY Mr. President, could
we have 40 minutes then on the bill?

Mr. JEFFORDS. I have no objection
to the Senator from Iowa being recog-
nized as in morning business for a pe-
riod of 10 minutes after the vote.

Mr. HARKIN. I understand that after
the vote on this bill, the pending bill is
the fast-track bill.

The PRESIDING OFFICER The Sen-
ator is correct.

Mr. HARKIN. I ask unanimous con-
sent that after disposition of this bill,
the Senator from Iowa be recognized to
speak on the fast-track bill. That is all.

The PRESIDING OFFICER. Is there
objection to the request?

Mr. JEFFORDS. It would have to be
in morning business.

Mr. HARKIN. I don’t understand why
it has to be in morning business.

Mr. JEFFORDS. It is my understand-
ing from the majority leader that the
10 minutes the Senator is requesting
should occur as in morning business.
That is all I can tell you.

Mr. KENNEDY. If the Senator would
be recognized for 10 minutes——

Mr. JEFFORDS. I believe the Sen-
ator would be recognized for 10 min-
utes, but it would be in morning busi-
ness.

Mr. HARKIN. I want to ask unani-
mous consent that the Senator from
Jowa. be recognized for:up to 20 minutes
after the disposition of this bill.

The PRESIDING OFFICER. Is there
objection to the unanimous-consent re-
quest?

Mr. JEFFORDS. Objection. I object. .

Mr. HARKIN. Then I will object to
that unanimous-consent request.

The PRESIDING OFFICER. Objec-
tion is heard.

Mr. JEFFORDS. Mr. President, I sug-
gest the absence of 2 quorum.

The PRESIDING OFFICER. _The
clerk will call the roll.

The legislative clerk proceeded to
call the roll.

Mr. JEFFORDS. Mr. President, I ask
unanimous consent that the order for
the quorum call be rescinded.

The PRESIDING OFFICER. Is there
objection? Without objection, it is so
ordered.

Mr. JEFFORDS. Mr. President, I ask
unanimous consent that the Senate
now turn to the conference report to
accompany the FDA bill, and the con-
ference report be considered as having
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been read, and that there be 40 minutes
of debate equally divided, and that fol-
lowing the conclusion or yielding back
of time, the Senate proceed to a vote
for adoption of the conference report,
all without further action or debate.

The PRESIDING OFFICER. Is there
objection?

Several Senators
Chair.

Mr. HARKIN. Reserving the right to
object.

The PRESIDING OFFICER. The Sen-
ator from Rhode Island.

Mr. REED. Reservmg the nght to ob-
ject, I don't know what I did, but a few
minutes ago I had 5 minutes. There
wasn't 5§ minutes——

Mr. JEFFORDS. Then I will amend it
to ask unanimous consent to add an
additional 5 minutes for the Senator
from Rhode Island, Senator REED.

Mr. REED. I thank the Senator.

The PRESIDING OFFICER. Is there
objection to the unanimous-consent re-
quest?

Mr. HARKIN. Reserving the right to
object, I ask unanimous consent to
amend that unanimous consent so the
Senator from Iowa would be allowed 20
minutes in morning business after the
disposition of it. N

The PRESIDING OFFICER. Is there
objection to the unanimous-consent re-
quest by the Senator from Iowa?

The PRESIDING OFFICER. Without
objection, the entire unanimous-con-
sent request is agreed to.

addressed the

FOOD AND DRUG ADMINISTRATION
MODERNIZATION ACT OF 1997
CONFERENCE REPORT

Mr. JEFFORDS. Mr. President, I sub-
mit a report of the committee of con-
ference on the bill (S. 830) to amend the
Federal Food, Drug, and Cosmetic Act
and the Public Health Service Act to
improve the regulation of food, drugs,
devices, and biological products, and
for other purposes, and ask for its im-
mediate consideration.

The PRESIDING OFFICER. The re-
port will be stated.

The legislative clerk read as follows:

The committee on conference on the dis-
agreeing votes of the two Houses on the

.amendments of the House to the bill (S. 830),

have agreed to recommend and do rec-
ommend to their respective Houses this re-
port, signed by all of the conferees.

The Senate proceeded to consider the
conference report.

(The conference report is printed in
the House proceedings of the RECORD of
November 9, 1997.)

Mr. JEFFORDS addressed the Chair.

The PRESIDING OFFICER. The Sen-
ator from Vermont.

Mr. JEFFORDS. Mr. President, be-
fore us is the conference report on S.
830, the Food and Drug Administration
Modernization Act. This is really an
excellent moment to bring this up and
consider what has been accomplished.

This bill represents the first major
reform of the Food and Drug Adminis-
tration in some 30 years. For our com-
mittee, it is the second major reform
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that we have accomplished this ses-
sion, the first one being special edu-
cation, which was the first major re-
form for that program in some 20
years.

I am very pleased to be able to say to
my colleagues that the FDA measure
embodies the objectives we originally
sought to accomplish.

This legislation achieves two impor-
tant, goals.

First, it helps the FDA to get medi-
cine and medical devices to patients
and doctors sooner and safer.

And, second, it will extend and im-
prove the Prescription Drug User Fee
Act, commonly known as PDUFA.

I am pleased to report that the con-
ference report has the unanimous sup-
port of the conferees. It deserves the
unanimous support of this body as
well.

The conference report is the culmina-
tion of 3 years of hard work by dozens
of Senators. It offers the most subatan-
tial reform of the Food, Drug and Cos-
metic Act in decades and will have a
positive impact on the lives of millions
of Americans for decades to come.

Think how the world of medicine has
changed over the past two or three dec-
ades. The law that governs much of
that world, and nearly $1 of every $3
spent by consumers, must change and
adapt as well.

The measure makes scores of changes
in the law that ensures the safety of
the food we eat, of the drugs we use to
fight disease, and the medical devices
we use to improve the health of Ameri-
cans. It will help patients gain acceas
to new therapies sooner without weak-
ening either safety requirements or the
authority of the FDA. It gives the
agency needed tools and resources to
manage an increasing workload more
efficiently. In addition, it contributes
to our maintaining America’s techno-
logical leadership in producing phar-
maceuticals and medical devices.

Achieving these reforms is a win-win-
win situation for consumers, for the
FDA, and for manufacturers. It is 2 win
for patients and consumers, who will
gain access to previously unavailable
information and obtain better therapy
sooner. It is a win for the FDA, which
will receive new, sorely needed re-
sources and streamlining and mod-
ernization of bureaucratic processes
that have not changed in decades. And
it is a win for the manufacturers, who
will have a certainty that the review
and approval processes applied to their
innovative products will be applied in a
collaborative and consistent manner.

About 10 months ago, Mr. President,
we embarked anew on an effort that
some characterized as foolish—an ef-
fort to modernize the regulatory proc-
esses of the FDA. Many thought it
could not be done. Some urged we
merely extend PDUFA or we tackle
only a few issues related to drug regu-
lation and leave the comprehensive
modernization to another day.

I am glad we did not choose either of
these paths. Instead, we chose to forge
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a bill with broad, bipartisan support,
one that took a broad view of the
changes needed at the FDA.

In that regard, I particularly want to
acknowledge the Democratic members
of the Labor Committee, and especially
Senators DoDD, MIKULSKI, WELLSTONE,
and MURRAY. They have made count-
less contributions to this legisiation,
large and small. Their tireless support
has been critical in our success.

This measure is the result of the
process to consult with individuals of
all points of view and to benefit from
the expertise needed to craft legisla-
tion on this complex issue. Patients,
physicians, consumer groups, the FDA,
and the manufacturers of medical de-
vices and pharmaceuticals all contrib-
uted to this effort through their par-
ticipation in hearings and in discus-
sions with the ataffs.

This effort was paraliel to that of our
colleagues in the House of Representa-
tives, which, under the outstanding
leadership of Chairman BLILEY, also
produced a strong bipartisan bill with
overwhelming support. The collabora-
tion and consensus building has contin-
ued right up to the present, and the
quality of this conference report we are
considering today refliects that process.

Mr. President, we would not be here
today if it were not for the effort of my
predecessor as the chair of the Labor
and Human Resources Committee, Sen-
ator Kassebaum. Her efforts to advance
reform in the last Congress paved the
way for our work here today. We owe
her an enormous debt.

This year, there have been many
Members in both Chambers who have
contributed to this effort. Foremost
among them has been Senator COATS.
The list of provisions of this bill that
bear his imprint is far too long to re-
cite. But, as an example, the third-
party review provision has been devel-
oped under his leadership, and he has
played an important role in advancing
FDA modernization throughout this
process.

Senator GREGG is to be cornmended
for his proposals to streamline the
FDA process for consideration of
health claims based on Federal re-
search and his amendments to estab-
lish uniformity for the over-the-
counter, OTC, drugs and cosmetics.
Senator MCCONNELL also suggested im-
provements in the regulation of food.

1 am especially grateful to Dr. FRIST.
He and Senator MACK led the way to
compromise on the issue of the dis-
semination of medical information to
health professionals, an important ad-
vance forward.

Senator DEWINE, joined by Senator
DopD, offered an important arnendment
to establish incentives for the conduct
of research into pediatric uses for ex-
1sting and new drugs, a needed change.
The bhill was improved by Senator
HUTCHINSON's amendment to establish
a rational framework for pharmacy
compounding. which respects the State
regulation of pharmacy while allowing
an appropriate role for the FDA. And
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Senator HARKIN has made many con-
tributions to this legislation. N

Finally, the ranking minority mem-
ber, Senator KENNEDY, has played an
important role in bringing this con-
ference report to the floor in a manner
that draws support from all quarters.

In the House, Chairman BLILEY and
Congressmen DINGELL, BURR, BURTON,
GREENWOOD and WHITFIELD have con-
tributed immense energy and leader-
ship in reaching this agreement.

Mr. President, it has been a remark-
able year, crowned by a remarkable, bi-
partisan achievement. And I thank my
colleagues for their support.

Mr. President, I yield the floor and
reserve my time.

The PRESIDING OFFICER. The Sen-
ator from Massachusetts.

Mr. KENNEDY. Mr. President, we
have waited a very considerable time
for this moment this afternoon in the
U.S. Senate as well as action in the
House of Representatives and, hope-
fully, the President's signature in the
next few days on a matter of very sig-
nificant importance to the issues of
quality heaith for the American people.

It has been a very considerable proc-
ess that we have followed over a num-
ber of years to get to this point.

I congratulate the chairman of our
committee, Senator JEFFORDS, for his
leadership all along this long and dif-
ficult passage, because I think without
his perseverance, without his kmowl-
edge and awareness and his strong
commitment on this issue, we would
not have this important legisiation
available for the Senate and for the
American people.

Mr. President, one could wonder why
it has taken 80 much time. But we
have & natural tension between bring-
ing new innovation and creativity and
breakthroughs in the areas of pharma-
ceutical drugs and medical devices to
the market and, on the other hand,
protecting the public by approving
only safe and efficacious products. We
have well-intentioned, brilliant medi-
cal researchers in our country who are
absolutely convinced that their par-
ticular product can provide life-saving
opportunities for our fellow citizens,
members of our families, who are suf-
fering extraordinary illness. And we
have brilliant researchers at FDA that
examine scientific information and
clinical studies and believe that a very
significant potential danger is out
there for those who might use a par-
ticular pharmaceutical or medical de-
vice. Achieving a balance between
these two concerns is a difficult task.

The one who has really balanced
these conflicting views has been our
chairman, Senator JEFFORDS, working
diligently with other members of the
committee, Democrats as well as Re-
publicans, over a long period of time.

I am convinced that as a result of
this legislation the health of the Amer-
ican people will be enhanced through
faster availability to pharmaceutical
drugs and medical devices while main-
taimng important protections for the
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American people. I join 1n supporting
this landmark FDA conference report.

This 1s a very important piece of leg-
islation. I think in many respects this
w1ll be one of the most 1mportant
pieces of legislation of this year, and
possibly of this Congress.

Mr. President, I want to commend
Chairman BLILEY, JOHN DINGELL, as
well as Chairman BILIRAKIS, SHERROD
BROWN and other members of the House
committee for their bipartisan work.
We had a good conference where Mem-
bers were knowledgeable and very com-
mitted in terms of finding common
ground. I believe as a result of this con-
ference we have an even stronger bill
than was passed earlier.

In addition, I commend the Patients’
Coalition and Public Citizen, who
worked to assure that the needs of pa-
tients were fully and fairly considered
in the legisiation. I appreciate the as-
sistance of the Massachusetts bio-
technology and medical device indus-
tries, who provided me with valuable
insight into these complex issues and
their concerns.

I also commend Secretary Shalala,
the dedicated men and women at the
FDA, and the Clinton administration
for their skillful and impressive role in
deveioping so many aspects of these
needed reforms.

The most important part of the bill
is the extension of the Prescription
Drug User Fee Act ([PDUFA] which was
originally enacted in 1992. PDUFA is
one of the most important FDA reform
measures ever enacted. It provides
funds for FDA to hire hundreds of new
reviewers who, in turn, are able to ex-
pedite the review and approval of phar-
maceutical products. A critical ele-
ment of PDUFA’s success was the es-
tablishment of measurable perform-
ance targets, which was negotiated be-
tween the industry and the FDA.

Under the PDUFA provisions in this
bill, in addition to moving products
through the regulatory process more
quickly, the FDA and industry will
also establish a cooperative working
relationship and shorten drug and de-
vice developrnent times, which now
represent the most significant delay in
bringing new products to market. -

In addition, the bill includes a num-
ber of other constructive provisions to
enhance cooperation between industry
and the FDA to improve regulatory
procedures.

I am particularly gratified that the
bill includes broader use of fast-track
drug approval. The streamlined acces-
sibility procedure now available pri-
marily to cancer or AIDS will be avail-
able for drug treatments for patients
with all life-threatening diseases.

The bill provides for expanded access
to drugs still under investigation for
patients who have no other alter-
natives. The compromse combines pro-
tections for patients with expanded ac-
cess to new investigational therapies,
without exposing patients to unreason-
able nsks.

The bill includes a new program to
provide access for patients to informa-
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tion about clinical trials for serious or
life-threatening diseases.

It provides incentives for research on
pediatric applications of approved
drugs and for development of new anti-
biotics to deal with emerging, drug-re-
sistant strains of disease.

It requires compames to give pa-
tients advance notification of dis-
continuance of important products.
And in that connection, I am dis-
appointed that we were not able to ad-
dress the issue of assuring that asthma
patients and others will not be put at
risk by any abrupt discontinuance of
inhalers containing CFCs. I have been
informed by FDA that no notice of pro-
posed rulemaking will be issued before
this summer, which will give Congress
plenty of time to return to this ques-
tion, if necessary.

Mr. President, the current legislation
is an improvement over the bill ap-
proved by the Labor Committee earlier
this year—that bill included a number
of provisions that as originally pro-
posed could have jeopardized public
health.

The original bill provided a pilot pro-
gram for third-party review under
which private third parties, certified
by the Food and Drug Administration
but selected and paid by the manufac-
turer, would have reviewed the safety
and effectiveness of medical devices to
determine whether or not they could be
sold.

The original proposal would have in-
cluded many of the most complex and
risky devices, such as digital mammog-
raphy machines, and a host of other de-
vices to detect and treat cancer and
other dread diseases.

Under the final bill, these devices
may not be included in the pilot pro-
gram.

The original bill required the Food
and Drug Administration to approve
devices for marketing even if the Food
and Drug Administration knew defects
in the manufacturing process would
make the devices unsafe or ineffective.
The final legislation eliminates this re-
quirement.

The original bill would have pre-
vented the Food and Drug Administra-
tion from looking behind the label pro-
posed by a device manufacturer seek-
ing approval of a product, even if the
product was false or misleading. The
final legislation assures that the Food
and Drug Administration will be able
to require full and complete informa-
tion for physicians and consumers on
any potential use of the device, not
just the one claimed on the label sub-
mitted with the application for ap-
proval.

And the final legislation preserves
the State authority to regulate cos-
metics, an area of significant potential
hazard to consumers.

The legislation includes an impor-
tant compromise on information on
off-label use of drugs. This compromise
will allow companies to circulate rep-
utable journal articles about off-label
use of drugs but will ultimately en-

S12243

hance the public health and safety be-
cause the FDA will be given the oppor-
tunity to review, comment on, and ap-
prove articles which the companies
will circulate. The compromise also re-
quires companies to undertake studies
on the safety of their drugs for the spe-
cific off-label use and submit applica-
tions to the FDA for approval of their
drugs for these uses within 3 years.
Currently, too many off-label uses of
drugs have never been reviewed for
safety and effectiveness.

The bill assures the Food and Drug
Administration will continue to con-
duct appropriate environmental impact
statements, rather than be exempted
from the standards that apply to every
other governmental agency.

The compromise included in the bill
assures the Nutrition Labeling Act is
not undercut or weakened, and any
health claims by food manufacturers
have to be substantiated.

The legislation maintains existing
standards for approval of supplemental
use of drugs while streamlining the
process by which they can be approved.

In summary, the current legislation
is a vast improvement over the bill ap-
proved by our committee earlier this
year. As g result of extensive discus-
sion since then, including the 3 weeks
of debate in the full Senate and our
subsequent negotiations with the
House, 1 believe every one of these
problem issues has been resolved satis-
factorily.

The bill we enact will get safe and ef-
fective products to market while assur-
ing the Food and Drug Administration
will have the tools it needs for public
health. It is a landmark achievement. I
urge all of my colleagues to support it.

Mr. JEFFORDS. Mr. President, I
yield 4 minutes to the Senator from
Tennessee.

Mr. KERRY. Mr. President, my un-
derstanding is when this business is
completed that Senator HARKIN has
unanimous consent for 20 minutes, and
1 ask unanimous consent, following
Senator HARKIN, I be permitted to
speak in morning business for 20 min-
utes.

The PRESIDING OFFICER (Mr.
HAGEL). Without objection, it is sc or-
dered.

Mr. COATS. Reserving the right to
object, I don't intend to object, but I
know there is an effort underway to try
and bring the omnibus appropriations
bill forward and I know a lot of Mem-
bers are waiting around so they can
take that vote. In fact, I was discussing
that.

This isn’t my call, but I ask the Sen-
ator if he could withhold until we can
get some understanding of when that
vote might be. It might be that it
won't come before the Senator's 20
minutes, but if we add time here, 20
minutes there, and an additional 20
minutes, it could delay past the time
when they now have commitments. I
want to make sure we check that out.

Mr. KERRY. If 1 could allow my
order to stand, I would be sensitive to

'
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the need for a vote, and if need be, I
will respond.

Mr. COATS. I accept that, and with-
draw my objection.

The PRESIDING OFFICER. Without
objection, it 18 so.ordered.

The Senator from Tennessee is recog-
nized.

Mr. FRIST. Mr. President, 3 years of
hard work, which was begun by Sen-
ator Nancy Kassebaum, have resulted
in the passage of the conference report
to the Food and Drug Administration
Modernization Act of 1997 in the Senate
today. This legislation represents the
first major, comprehensive reform ef-
fort gince the initial amendments out-
lining regulation for drugs in 1962 and
for medical devices in 1976. This major
reform will help improve the FDA by
strengthening its efficiency, account-
ability, and its ability to safeguard the
public health.

There are several provisions con-
tained in this bill that constitute sig-
nificant reform and improvements to
increase the efficiéncy of product re-
view. For example, this legislation
gives FDA authority to increase its ac-
cess to scientific and technical exper-
tise outside the Agency by allowing
interagency collaboration with Federal
agencies such as the NIH and CDC, and
with the National Academy of
Sciences. Also, the bill gives FDA the
explicit authority to contract with
outside reviewers and expand its cur-
rent third party medical device review
pilot program.

To help alleviate the confusion and
frustration that many applicants feel
when working with the FDA, the bill
will require the FDA to codify evidence
requirements for new drug and medical
device application submissions and en-
courages improved communication be-
tween the agency and industry. And
after 60 years, the FDA will be made
more accountable by giving it a mis-
sion statement and requiring the FDA
to develop a plan of action to meet its
requirements under law. The bill will
also reauthorize for 5 years the Pre-
scription Drug User Fee Act, known as
PDUFA, which has been tremendously
successful in improving and speeding
the review of much needed pharma-
ceutical products.

Most importantly, the bill Congress
sends to the President will help pa-
tients. Individuals with a serious life-
threatening disease or condition will
bave access to a new clinical trial
database providing information on in-
vestigational therapies. Patients will
benefit from the expansion of the fast-
track drug approval process for new
drugs intended for the treatment of se-
rious or life-threatening conditions
built on the existing program for AIDS
and cancer drugs. And. patients that
have no other alternative but to try an
unapproved investigational product
will have access to 1nvestigational
therapies and medical devices.

The bill also includes a provision
that will allow reprints of scientif-
ically, peer-reviewed medical journal
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articles and medical textbooks about
off-label uses of FDA-approved drugs
and devices to be shared with physi-
cians and other health care practition-
ers. This provision wiil help get life-
saving information to doctors, so they
can be better informed when making
decisions about how to treat their pa-
tients.

As a physician, I have used off-label
uses to treat my patients in the past
and understand its tremendous impor-
tance to the patient. Over 90 percent of
treatments for cancer patients are off-
label and the American Medical Asso-
ciation has estimated that between 40
percent and 60 percent of all prescrip-
tions are for off-label uses of prescrip-
tion drugs. I would like to acknowledge
the tremendous work on this provision
during the last few years by my friend,
Senator CONNIE MACK and Mark Smith
of his staff.

There are a number of people who
worked hard to insure passage of this
reform effort. I would like to thank
Senator JEFFORDS, the chairman of the
Labor and Human Resources Commit-
tee, for leading the bipartisan effort on
FDA Reform in the Senate. I also ac-
knowledge the leadership of Senator
COATS, who has done significant work
on provisions affecting medical devices
in the bill. I also thank Senators
GREGG, DEWINE, DoDD, MILKULSKI,
KENNEDY and HARKIN and their staffs
for their hard work in conference. 1
would like to thank our House col-
leagues and their staffs who worked
with us in conference and 1 especially
recognize the able leadership of the
chairman of the House Commerce Com-
mittee Representative TOM BLILEY and
the ranking member JOHN DINGELL. I
would also like to acknowledge and
thank Secretary Donna Shalala and
the FDA for working with us to help
modernize and improve the FDA.

In particular, I would like to thank
Jay Hawkins, Mark Powden, and Sean
Donabue of Senator JEFFORDS' staff,
Vince Ventimiglia of Senator COATS’
staff, and Kimberly Spaulding of Sen-
ator GREGG’s staff who were critical to
the development of the bill. I thank
them for their dedication and tireless
effort on this important bill.

I especially want to thank the tire-
less work and outstanding leadership of
Sue Ramthun, my staff director for
health affairs, who has been so instru-
mental in passage of this bill. "~

I believe we have made & step in the
right direction that will improve pa-
tient care and that this bill begins the
debate on the long-term investment
necessary to move the agency forward
in areas such as regulatory research,
professional development, and collabo-
rative efforts between Government and
academia, and I hope to continue work-
ing with my colleagues in a bipartisan
manner to further improve the FDA in
the following years.

Mr. KENNEDY. 1 yield 2 minutes to
the Senator from Maryland.

Ms. MIKULSKI. Mr. President, I am
so happy this day has finally come, in
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which the U.S. Senate, and I believe
the House, will pass a conference re-
port to modernize the Food and Drug
Administration and to bring it into a
218t century framework.

I want to thank Senator JEFFORDS
for the patient leadership he has pro-
vided in moving this bill, and a special
thanks for the collegiality of his staff
in working with mine. I also would like
to acknowledge the special role that
Senator COATS has played. I have en-
joyed working with him these last 3
years. We will miss him here as he un-
dertakes next year a new life in en-
couraging faith-based community
groups to become more involved. I
think in this bipartisan collegial ex-
change we have come up with an out-
standing bill that is going to save lives,
save jobs in the United States of Amer-
ica, give us a product to export around
the world that is translingual,
transcultural, but certainly helps our
people and at the same time puts pa-
tients first.

I want to particularly thank my own
staff, Lynne Lawrence, for the active
work she has done, and Roberta
Haeberle and Kerry O’Toole in the ex-
cellent backup they have provided.

Why do I like this bill? First of all,
we reauthorize the Prescription Drug
User Fee Act. What this will mean is
we will be able to have 600 reviewers
who will be able to work at the Food
and Drug Administration making sure
that we cut the review time, stream-
line the process, be able to move drugs,
biologics and devices for clinical praoc-
tice in a more expedited fashion, and at
the same time be able to protect safety
and efficacy. We do protect safety and
efficacy while we move along at a
quicker step with more people.

A reauthorization of PDUFA gives us
the right people and now we have the
right legislative framework to do it.
One of the important aspects of this
legislation is the streamlining process,
and yet at the same time maintaining
safety and efficacy upon the approval
process so more and more clinical
things will be able to go into clinical
practice.

I am delighted that this day has fi-
nally arrived. It is a great day for pa-
tients and physicians. They will get
new medical products in a more timely
and efficient manner. It is a great day
for American business. They won't
have to go through unnecessary regu-
latory hoops to get these new products
on the market.

This legislation, carefully crafted be-
tween the House and Senate, rep-
resents a solid, bipartisan effort. We
could not have reached this point with-
out the incredible dedication and per-
sistence of the chairman of the Labor
Committee, Mr. JEFFORDS. I thank him
for his heartfelt devotion to this bill,
and for never giving up. I also thank
his staff, Jay Hawkins, Sean Donohue,
and Mark Powden for all their hard
work.

Let me also acknowledge the tremen-
dous contributions of our ranking
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member, Mr. KENNEDY. There is no
doubt this 1s a better bill because of his
efforts. [ also want to acknowledge the
hard work of our counterparts in the
Jouse, the chairman of the Commerce
Jommittee, Mr. BLILEY and the rank-
ing member, Mr. DINGELL. Many
thanks also go to the fine staff of the
Commerce Committee for their excel-
lent work.

Mr. President, [ have worked on FDA
reform for a number of years. When I
was a Member of the House of Rep-
resentatives, we embarked, on a bipar-
tisan basis, to ensure consumer protec-
tion and to prevent dumping drugs that
did not meet our standards on Third
World countries.

Coming to the Senate, I joined with
my colleague from Massachusetts, Mr.
KENNEDY, and the Senator from Utah,
Mr. HATCH, in fashioning the Prescrip-
tion Drug User Fee Act [PDUFA].
PDUFA has enabled FDA to hire more
people to examine products that were
being presented for evaluation and get
them to patients more quickly.

The leadership of KENNEDY-HATCH on
PDUFA has not only stood the test of
time, it has shown tnat we can expe-
dite the drug approval process while
maintaining safety and efficacy. I am
80 pleased that this successful legisla-
tion will be reauthorized for 5 years.

But while PDUFA has made a huge
difference, it became clear PDUFA was
not enough. More staff operating in an
outdated regulatory framework, with-
out a clear legislative framework, was
deficient.

That is when we began to consult
with experts in public health, particu-
larly those involved in drugs and bio-
logics. While we were considering alil
this, the world of science was changing.
We experienced a revolution in biology.
We went from a smokestack economy
to a cyberspace economy. We went
from basic discoveries in science from
the fleld of chemistry and physics to a
whole new explosion in biology, in ge-
netics and biologic materials.

it became clear we needed an FDA
with a new legislative framework and a
new culture. This is when we began to
put together what we called the sen-
sible center on FDA reform. We worked
with Republicans and Democrats alike,
because we certainly never want to
play politics with the lives of the
American people.

Senator Kassebaum chaired the com-
mittee during this initiative. We took
important steps forward. I say to Sen-
ator JEFFORDS, you assumed that man-
tle, and you brought us to the point
today where we will achieve final pas-
sage of FDA reform. I thank you for
that.

What will this legislation do? Why is
it so important? It streamlines and up-
dates the regulatory process for new
products. It reauthorizes the highly
successful Prescription Drug User Fee
Act. And it creates an FDA that re-
wards significant science while pro-
tecting public health.

It will mean that new lifesaving
drugs and devices will get into clinical
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practice more quickly. It wall enable us °

to produce products that we can sell
around the world, and through this,
save lives and generate jobs.

FDA is known the world over as the
gold standard for product approval. We
want to maintain that high standard.
At the same time, we want to make
sure that FDA can enter the 21st cen-
tury.

This legislation gets us there. It sets
up a new legislative and regulatory
framework that reflects the latest sci-
entific advancements. The framework
continues FDA's strong mission to pro-
tect public health and safety. At the
same time, it sets a new goal for FDA,
enhancing public health by not imped-
ing innovation or product availability
through unnecessary redtape that only
delays approval.

There has been an urgency about re-
authorizing PDUFA. Its authority ex-
pires at the end of September. PDUFA
has enabled FDA to hire 600 new re-
viewers and cut review times from 29 to
17 months over the last 5 years. Acting
now means that people who have been
working on behalf of the American peo-
ple can -continue to do their jobs. We
won't risk losing talented employees
and slowing down the drug approval
process.

Delay would have hurt dedicated em-
ployees, but more importantly, it
would have hurt patients. Patients
benefit most from this legislation. Safe
and effective new medicines will be
getting to patients quicker.

We’re not only extending PDUFA;
we're improving it. Currently, PDUFA
only addresses the review phase of the
approval procgss. Our legislation ex-
pands PDUFA to streamline the early
drug development phase as well.

Instead of a carload of paper—stacks
and stacks of material—being depos-
ited at the FDA's front door, compa-
nies will be able to make electronic
submissions. This not only reduces pa-
perwork, but actually provides a more
agile way for scientific reviewers to get
through the data.

Updating the approval process for
biotech is another critical component
of this bill. Biotech is one of the fastest
growing industries in our country.
There are 143 biotech companies like
that in my own State of Maryland.
They are working on AIDS, Alz-
heimer’s, breast and ovarian cancer,
and other life-threatening infections
such as whooping cough.

The job of FDA is to make sure that
safe and effective products get to pa-
tients. Our job as Members of Congress
is to fund scientific research and to
provide FDA the regulatory and legis-
lative frameworks to evaluate new
products and make them available to
doctors and patients.

This is why I fought so hard for this.
This 18 exactly why I fought for this.
My dear father died of Alzheimer’s, and
it did not matter that I was a U.S. Sen-
ator. [ watched my father die one brain
cell at a time, and it did not matter
what my job was,

S12245

My father was a modest man. He did
not want a fancy tombstone or a lot of
other things, but I vowed I would do all
I can for research in this and to help
other people along these lines.

Every one of us has faced some type
of tragedy in our lives where we looked
to the American medical and pharma-
ceutical, biological, and device commu-
nity to help us.

When my mother had one of her last
terrible heart attacks that was leading
rapidly to a stroke—there was a new
drug that is so sophisticated that it
must be administered very quickly.
You need informed consent because
even though it is approved, it is 8o dra-
matic that it thins the blood almost to
the hemophilia level. I gave that ap-
proval because my mother was not con-
scious enough to do it. ,

Guess what? That new drug approved
by FDA, developed in San Francisco,
got my mother through her medical
crisis with the hands-on care of the
Sisters of Mercy in Baltimore at Mercy
Hospital. Mother did not have a stroke
because we could avoid the clotting
that would have precipitated it.

Thanks to the grace of God and the
ingenuity of American medicine, we
had my mother with us 100 more days
in a way that she could function at
home, have conversations with us and
her grandchildren.

Do you think I am not for FDA? You
think I am not for safety? You think I
am not for efficacy? You bet I am. And
this 18 what this is ail about. It is not
a battle of wills. It 18 not a battle over
this line item or that line item. It is
really a battle to make sure that the
American people have from their phy-
gicians and clinical practitioners the
best devices and products to be able to
save lives. That's why I'm so pleased
that we were able to achieve a biparti-
san bill.

So, Mr. President, I thank you for
the time. If I seem a little emotional
about it, you bet I am. I love FDA. I
am really proud they are in my State.
I thank God for the ingenuity of the
American medical community. And
that is why I am so pleased we will be
voting on the conference report today.

All of us are happy that this bill will

finally pass.

Mr. JEFFORDS. Mr. President, I
yield Senator COATS 4 minutes. He is a
man whose tenaciousness and ability
have made this a better bill.

The PRESIDING OFFICER. The Sen-
ator from Indiana is recognized for 4
minutes.

Mr. COATS. Mr. President, as the
Senator from Vermont has said, this is
the first reform in 30 years at FDA. Ob-
viously, a lot has changed in the indus-
try. New drugs and new devices, new
methods of bringing life-saving and
health-improving benefits to the Amer-
ican people, and the people of the
world. I think it is remarkable, par-
ticularly given the fact that it has
been nearly 2%, 3 years now that we
have been specifically working on this
legislation in the committee, through a
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number of hearings, through a consid-
erable, lengthy, and complex commit-
tee consideration, extensive floor de-
bate. There were very difficult proce-
dural hurdles to overcome and a dif-
ficult conference. We now arrive at this
point with a bill that, very shortly,
will be passed. This has only been done
with a bipartisan effort.

I want to return the compliment to
the Senator from Maryland. I thank
her for that. I am not sure that every-
one is going to miss me around this
place, given my role in this bill, in try-
ing to bring it forward. But I thank her
for her kind words. Senators DODD, MI-
KULSKI, HARKIN, and WELLSTONE joined
Republicans in the committee to
produce a bipartisan piece of legisia-
tion, and they supported us on the
floor. I thank Senator JEFFORDS and
his leadership, and Senator GREGG,
Senator FRIST, Senator DEWINE, and
others on the Republican side, who
contributed to the effort in moving the
bill forward.

I would be remiss not to acknowledge
the extraordinary work of s0 many
staflf people that helped to move this

~ forward.

I thank my chief of staff, Sharon
Soderstrom, and particularly Vince
Ventimiglia, someone whose tireless
efforts and thorough knowledge of the
issues at hand, and at whose persist-
ence we continued through all of the
obstacles placed in the way of this leg-
islation, and it was all accomplished in
a manner of courtesy and respect,
which is, unfortunately, all too rare
around this place. He is an exceptional
person. I don’t believe we would be here
without his efforts—even though he is
not here right now; he is probably
digging through the bill to make sure
all the t's are crossed and the i's are
dotted. He was exceptional in this
whole effort.

This bill provides help to the Food
and Drug Administration, who did not
have the capacity nor, I believe, in the
past, the managerial leadership that
allowed FDA to keep pace with the
marvelous breakthroughs we have had
in the pharmaceutical and medical de-
vice area, which brings life-saving ben-
efits and health-improving benefits to
people. Six-hundred additional people,
paid for by the industry in a tax
against them to reauthorize PDUFA,
will help speed up the drug approval
process.

Now, for the first time, we give as-
sistance to FDA on medical devices be-
cause we have a procedure where out-
side parties can, with FDA certifi-
cation, approval and oversight, review
medical device applications. This is
going to provide for the medical device
section what PDUFA provided for the
drug section. This was a very critical
part of the legislation, and I am
pleased that it was retained 1n our ef-
forts.

We are here and it is a victory for the
American people. It took a lot of effort
by a lot of people. It 1s a testament to
the persistence of many, some of whom
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are speaking here on the floor today. I
am proud to play a role in this effort
because I believe we are addressing
some fundamental concerns, going to
the very health and safety and very
lives of the American people and people
throughout the world. Mr. President, it
is with that, I yield whatever remain-
ing time I have.

Mr. KENNEDY. Mr. President, I will
yield 5§ minutes to the Senator from
Rhode Island, but first I yield myself 15
seconds. .

I want to give the assurance to my
friend and colleague from Indiana, as
one that didn’t always see eye to eye
with the good Senator on some of these
issues, 1 pay tribute to him for the
strength of his commitment and the
power of his logic and argument, and
the passion which he has demonstrated
out here.

I have enjoyed his friendship and
have always valued the opportunity to
exchange ideas with him.

Mr. COATS. I thank the Senator. We
have had some interesting exchanges of
ideas. ’

Mr. REED. Mr. President, I beljeve 1
have 5 minutes.

The PRESIDING OFFICER. The Sen-
ator is correct.

Mr. REED. Mr. President, I rise
today in support of the conference re-
port on S. 830, the Food and Drug Ad-
ministration Modernization and Ac-
countability Act of 1997. This is an im-
portant bill with serious implications
for the protection of the health of the
American people. Although I did not
support this bill when it was first con-
sidered on the floor of the Senate, I am
pleased that significant, changes have
been made and that this final version
of the legislation is worthy of support.

This FDA reform bill is the result of
ongoing negotiations both prior to and
subsequent to the Labor Committee's
markup of the bill. Through this proc-
ess, a number of provisions that seri-
ously threatened public health and
safety were dropped or otherwise re-
solved. I am particularly pleased that

-improvements made include important

protections to the third party review
process. Significant changes and addi-
tions also include provisions regarding
health claims for food products, health
care economic claims, a notice of dis-
continuance when a sole manufacturer
stops producing a drug, and a range of
other items.

The original Senate-passed bill con-
tained a provision regarding the FDA
device approval process that posed a se-
rious threat to public health. In effect,
the Senate-passed bill would have lim-
ited the FDS's current authority to ask
device manufacturers for safety data.
It would have prohibited the FDA from
considering how a new device could be
used if the manufacturer has not in-
cluded that use in the proposed label-
1ng. As a general matter, the FDA does
not consider uses that the manufac-
turer has not included in its proposed
labeling. However, there are instances
when the label does not tell the whole
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story. It is these instances—when the
label is false or misleading—that my
and Senator KENNEDY's amendment ad-
dressed.

I was not alone in my concern about
this issue. Indeed, this provision was
also identified as worthy of a veto
threat by the administration. The Sec-
retary of the Department of Health and
Human Services said on numerous oc-
casions that if this provision were not
changed, that she and other top Presi-
dential advisers would recommend that
President Clinton veto this bill.

By accepting the House language on
this device labeling issue, the conferees
have struck a reasonable compromise
that will give the FDA the authority it
needs to ensure that medical devices
are safe and effective. In this case, the
legislative process has worked, and
worked well. I commend the conference
committee for the sensible compromise
they reached on this important issue.

The FDA is responsible for assuring
that the Nation's food supply is pure
and healthy and to provide a guarantee
that drugs and devices are safe and ef-
fective. The FDA has an immense im-
pact on the lives of all Americans. In-
deed, the FDA's mandate requires it to
regulate over one-third of our Nation's
products. Few Government agencies
provide this kind of important protec-
tion for the American people. On a
daily basis, the FDA faces the delicate
balance between ensuring that patients
have swift access to new drugs and de-
vices while guaranteeing that those
new products are safe and effective.

The bill we are considering today
contains many positive elements. It re-
authorizes the important Prescription
Drug User Fee Act, one of the most ef-
fective regulatory reforms ever en-
acted. The legislation also includes a
number of provisions that will improve
and streamline the regulation of pre-
scription drugs, biologic products, and
medical devices. I believe that these
important reforms to the operation of
the Food and Drug Administration will
increase its efficiency and speed the de-
livery of important new medical treat-
ments to patients.

One of the most important elements
of this legislation is the aforemen-
tioned reauthorization of the Prescrip-
tion Drug User Fee Act, often referred
to as PDUFA. PDUFA established an
irmportant partnership between the
agency and the industry, and has suc-
cessfully streamlined the drug ap-
proval process. .

I am pleased that this bill will pro-
vide expedited access to investiga-
tional therapies. This provision builds
on current FDA programs related to
AIDS and cancer drugs. Another impor-
tant element will allow the designation
of some drugs as ‘‘fast-track’ medica-
tions, thus facilitating development
and expediting approval of new treat-
ments of serious or life-threatenung
conditions. The bill will also require
the Secretary of the Department of
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Health and Human Services to estab-
lish a data base on the status of clini-
cal trials relating to the treatment, de-
tection, and prevention of serious or
‘ife-threatening diseases and condi-
;ions. Patients have long needed access
to such information, and I am pleased
that this bill provides a mechanism to
grant it.

I am also pleased that this bill con-
talns my amendment requiring that
within 18 months of the date of enact-
ment, the FDA must issue regulations
for sunburn prevention and treatment
products. In August 1978, the FDA pub-
lished an advance notice of proposed
rulemaking to establish a monograph
for over-the-counter sunscreen drug
products. To date—almost 20 years
later—while progress has been made,
this rule has not been made final.

Sunburn prevention and treatment
products can go far to help prevent sun
exposure related to skin cancer. The
facts on skin cancer are compelling:
one person an hour dies of malignant
melanoma; half of all new cancers are
skin cancers; one million Americans
will develop skin cancer this year,
making it nearly as common as all
other types of cancer combined.

The Food and Drug Administration
has a key role in our response to this
skin cancer epidemic through the regu-
lation of safe and effective sunburn
prevention products that are vital to
avoiding skin damage from the sun's
rays.

Mr. President, I am pleased that this
compromise is a bill that I can support.
I look forward to working with my col-
leagues to oversee the implementation
of this important legislation and to en-
sure that its provisions streamline
FDA processes while also protecting
the public heaith of the American peo-
ple.

I compliment Chairman JEFFORDS,
Senator KENNEDY, and many other col-
leagues in both the Senate and the
House of Representatives who have
worked hard on this bill together to
eliminate many other troublesome pro-
visions in the bill as originally intro-
duced.

Mr. President, again, I support the
conference report on S. 830, the FDA
reform bill. The challenge throughout
this process has been to balance a more
efficient, streamlined, and productive
FDA with their obligation to protect
the public health. It has been a dif-
ficult task, but we made remarkable
progress over the last several months.
At the committee level, there was a se-
rious discussion and debate. I could not
support that version because at that
time there were still outstanding is-
sues which I thought could jeopardize
the public health and safety.

When we reached the floor, there was
another serious and productive debate
about this legislation. Once again, 1
felt there were issues that had to be
further addressed before I could sup-
port the measure. Today, happily.
through the work of the conferees and
colleagues on the floor today, we have
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reached a point where we have legisla-
tion that both provides for a stream-
lined. productive, and efficient FDA,
and continues to give FDA the author-
ity to protect the public health.

With specific regard to the debate on
the floor. there was one major issue
that 1 felt was very important, and
that was to allow the FDA to have the
authority to carefully review medical
devices that may be used by the public.
The legislation at that time cir-
cumscribed significantly the ability of
the FDA to look beyond the label, look
beyond the listed use by the manufac-
turer, to contemplate possible other
uses that may take place when the
product is in the stream of commerce.
Fortunately, through the work of the
conferees, this situation has been re-
solved.

Indeed, on the floor I offered an
amendment with Senator KENNEDY. It
did not pass, but I think that effort
helped spur a concentrated effort dur-
ing the conference to develop a legisla-
tive formula to give the FDA the power
to regulate these devices appro-
priately.

We have many, many things to be
thankful for in this bill. One issue I
would like to address, also, which does
not rise up, in some respects, to the
major reforms, PDUFA or these issues,
but it {s critically important; that is,
the issue of protecting the public with
respect to sunscreen products and sun-
burn products. I am pleased to note
that the FDA has been directed to pro-
mulgate regulations within 18 months
with respect to these products which
are sold to the public to protect them
from the Sun. This might seem like an
innocent product, but, in fact, we are
seeing a remarkable growth in inci-
dence of skin cancer throughout the
United States. One person an hour dies
of malignant melanoma, skin cancer.
Half of all the new cancers developing
are skin cancer. One million Americans
will develop skin cancer this year
alone. So we have to begin to focus our
attention on those products which are
advertised to protect the American
public. ’

Once again, I think this is totally
consistent with the role of the FDA. I
am pleased that this provision has been
included in the legislation.

Let me conclude by saying, again, I
believe we have struck the vital bal-
ance between an efficient, productive
FDA and their obligation, historically
and statutorily, to protect the public
health. We have done that through the
work of Senators JEFFORDS, KENNEDY,
and many others. I personally thank
them and applaud them for their ef-
forts today.

I would be remiss if I didn't also
thank my staff member, Bonnie Hogue,
for her help through this entire proc-
ess. I yield the balance of my time.

Mr. JEFFORDS. Mr. President, I will
now yleld to the Senator from Utah,
who has been a tremendous help over
the years on FDA. In fact, I am going
to give him all the rest of my time
—all 3 minutes.

S12247

Mr. HATCH. Mr. President. I wanted
to take this brief opportunity to com-
mend Chairman JEFFORDS for a job
well done—for producing a bill which
will dramatically improve the way the
Food and Drug Administration does
business as we move 1nto the 21st cen-
tury.

That has been one of my top prior-
ities during my service in the Senate. I
am proud that we are having the oppor-
tunity today to vote on this historic
legislation which will have so many
benefits for my State of Utah.

Utah is the home to over 100 medical
device manufacturers, and several
pharmaceutical manufacturers as well.
We also are the Nation's leading pro-
ducer of dietary supplements.

The Utah Life Sciences Industries
Association, the leading trade associa-
tion for Utah device and drug manufac-
turers, has worked closely with the
Congress in formulating this legisla-
tion, which will have many positive ef-
fects for Utah.

On behalf of our Utah drug and de-
vice manufacturers, let me thank you
Chairman JEFFORDS, and our colleague
in the House, Chairman ToM BLILEY,
for producing a bill which has encour-
aged the FDA to work in a more col-
laborative manner and to get the job
done, to get it done professionally and
expeditiously, without all the bureau-
cratic hassles we have experienced in
the past.

And on behalf of the dietary supple-
ment manufacturers, and most impor-
tantly the 100 million or so consum-
ers—most of whom seem to have called
our offices in the last few weeks—let
me thank you for making sure that the
bill does not undo the Dietary Supple-
ment Health and Education Act in any
way and that dietary supplements will
remain what they are, food products.
not drugs.

Finally, I wish to thank all of the
staff who worked literally through the
night to make today’'s passage of the
conference report for S. 830 possible.
You can be proud of your work.

RETIREMENT OF KATHLEEN ‘‘KAY' HOLCOMBR

Mr. HATCH. Mr. President, I could
not let this opportunity pass without
recognizing the extraordinary con-
tribution that Kay Holcombe has made
during almost 25 years of Government
service.

Kay, who currently serves as the top
health staffer on my good friend Rep-
resentative JOEN DINGELL's Commerce
Committee staff, has worked in a vari-
ety of positions in Government, includ-
ing 6 years on Capitol Hill. Unfortu-
nately for us, she plans to retire at the
end of this session—while a fantastic
opportunity for her, a regrettable loss
the Congress and the Nation.

I grew to know and appreciate Kay in
1984, when I was chairman of the Labor
Committee and Kay joined our staff as
an American Political Science Associa-
tion congressional fellow. What Kay
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brought to that job was considerable.
She is bright, witty, an expert on any
issue she studies, and, above all, & true
professional who puts good policy
above politics.

What 1 recall most vividly about
Kay's period on the Labor Committee
was her incredible ability to juggle lots
of balls without dropping any of them.
I could always count on her to get the
job done, and, in fact, to do her job and
the job of three others.

I believe that Kay stands out among
Government employees for the com-
mon sense she brings to any position
and for an ability to bring consensus to
the most difficult of issues. -

We are witnessing that ability today
with passage of the conference report
on the FDA reform bill, a bill which—
quite simply—would not have been pos-
sible without Kay Holcombe.

Her work on the Dietary Supplement
Health and Education Act also stands
out in my mind, where Kay’s knowl-
edge and skills as a tactician helped us
overcorne many an impasse. And, I
might add, she was, and I suspect is,

the only staffer in the Capitol who un- _

derstands many of the words we wrote
into that act, the most memorable of
which was ‘‘lyophilize’.

Her background as a bench scientist
at NIH, with subsequent experience in
almost every one of the Public Health
Service agencies, is a record of accom-
plishment and experience that cannot
be matched on Capitol Hill.

1, for one, will miss Kay's expertise
sorely. And while I am thrilled for her
as she enters this challenging new pe-
riod in her life, and I am saddened at
our loss here in the Congress.

To Kay, her husband Frank, her
daughter and son-in-law Anne and
Tony, and her mother Ginny, I wish the
best as the family enters a new period
of life after Capitol Hill. I hope it will
be happy indeed.

Mr. KENNEDY. Mr. President, how
much time do I have?

The PRESIDING OFFICER. The Sen-
ator has 8 minutes 33 seconds.

Mr. KENNEDY. I yield 4 minutes 33
seconds to the Senator from Connecti-
cut.

Mr. DODD. Mr. President, I want to
begin by thanking my colleagues who
have spent innumerable hours creating
a bill that will bring lifesaving drugs
and medical devices to the American
people more quickly and efficiently,
without compromising safety or effec-
tiveness.

First, Senator JEFFORDS is to be
commended for his leadership. His
staff, most notably Jay Hawkins and
Sean Donahue, also deserve our appre-
ciation for their hard work and dedica-
tion to seeing this legislation enacted.

Although the process was at times a
difficult one, I'm pleased to say that a
spirit of Dbipartisanship and com-
promise ultimately prevailed, as evi-
denced by the overwhelming Senate
vote of 98 to 2 in September on this
bill.

I'd also like to thank my fellow Sen-
ate conferees—Senators KENNEDY,
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COATS, HARKIN, GREGG, MIKULSKI,
FRIST, and DEWINE for their successful
efforts to negotiate a workable com-
promise with our colleagues in the
House.

We should take pride in the legisla-
tion that has been created—the first
substantial update of FDA's rules for
regulating drugs and devices since the
1970’s.

We should take pride in the fact that
this bill will speed critical products to
patients without compromising the
high safety standards that Americans
have come to rely on.
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moment about some of the positive re-
forms contained in this bill.

At the heart of the bill is the 5-year
reauthorization of PDUFA, the Pre-
scription Drug User Fee Act——a piece of

" legislation remarkable for the fact

that there is unanimous agreement
that it really works.

In the 5 years since this initiative
was created, the fees collected under
PDUFA have cut drug approval times
in half. With its renewal as part of this
bill, we can expect drug approval times
to drop an additional 10 to 16 months.

In addition, by improving the cer-
tainty of product review process, this
bill encourages U.S. companies to con-
tinue to develop and manufacture in
the United States. This bill asks the
FDA and industry to begin collaborat-
ing early in the "approval process to
prevent misunderstandings about agen-
cy expectations that ultimately could
delay a needed product from reaching
consumers.

This bill also establishes or expands
upon several mechanisms to provide
patients and other consumers with
greater access to information and to
lifesaving products.

For example, this bill will give indi-
viduals with lifethreatening illnesses
greater access to information about on-
going clinical trials of drugs—informa-
tion that may offer the only hope for
those patients who have not beneflited
from treatments already on the mar-
ket.

Based on a bill originally cham-
ploned by Senators SNOWE and FEIN-
STEIN, I offered an amendment in com-
mittee, which I was pleased to see
adopted, to expand an existing AIDS
database to include clinical trials for
all serious or lifethreatening diseases.

Individuals struggling with chronic
and debilitating diseases should not be
burdened with the daunting task of
searching, without assistance, to lo-
cate studies of promising treatments.
This database will provide one-stop-
shopping to help those patients quickly
and easily access vital information.

Mr. President, I am particularly
pleased that this bill incorporates the
Better Pharmaceuticals for Children
Act. legislation originally introduced
by our former colleague from Kansas,
Senator Kassebaum. and now cospon-
sored by myself and Senator DEWINE.

This provision addresses the problem
of the lack of information about how
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drugs work on children, a problem that
President Clinton recogmized recently
as a national crisis.

According to the American Academy
of Pediatrics, only one-fifth of all drugs
on the market have been tested for
their safety and effectiveness in chil-
dren. This legislation provides a fair
and reasonable market incentive for
drug companies to make the extra ef-
fort needed to test their products for
use by children.

I was pleased to join Senator JEF-
FORDS as the first Democratic cospon-
sor of this bill. I wonld thank him
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that he and his staff have contributed.

1 look forward to joining my col-
leagues in voting in favor of this legis-
lation.

Let me join here, Mr. President, the
chorus of praise for those who have
been involved in putting this bill to-
gether. It has been a long journey and
not always an easy one, but I think the
final product is a good one. I commend
the chairman of the committee, Sen-
ator JEFFORDS, and his staff, Jay Haw-
kins, Sean Donohue, Jeanne Ireland of
my staff, for their hard work and dedi-
cation in seeing this process to its con-
clusion. We swept the Senate with an
overwhelming vote of 98 to 2 on what I
thought was a good bill. Our conferees
worked very hard. I thank Senators
KENNEDY, COATS, HARKIN, CRAIG, Mi-
KULSKI, FRIST, and DEWINE for their
successful efforts in this area as well.

This is a critically important piece of
legislation that will expedite the proc-
ess of getting needed medicines and de-
vices to patients, without compromis-
ing safety or effectiveness. That was a
desired goal of everybody here.

Let me, if I can, mention two or
three provisions in the bill that I think
are worthy of special note. One, of
course, is a 5-year reauthorization of
PDUFA, which is very, very important.
I think it demonstrates the success of
the PDUFA and how well it worked
over 5 years.

Secondly, I also would like to com-
mend our colleagues for accepting the
several mechanisms to provide patients
and consurners with greater access to
information and to life-saving prod-
ucts. For example, this bill gives indi-
viduals with life-threatening illnesses
greater access to information about on-
going clinical trials and drugs that
could be very, very important to them
and their families. By the way, Senator
SNOWE and Sepator FEINSTEIN deserve
particular credit. It was originally
their idea that we incorporated in the
bill, the Better Pharmaceuticals for
Children Act. Former Senator Kasse-
baum of Kansas originally authored
that idea, Mr. President. Senator
DEWINE and I included it 1n this bill. I
think it has been improved upon in the
conference. It is a very important pro-
vision that could make a huge dif-
ference for voung children and their
families who want to have relhiable
products that will become available to
them.
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So, Mr. President, let me conclude by
again thanking all those who have been
involved in this process. Passing this
legislation can truly be considered one
of the very fine achievements of this
first session of this Congress. I look
forward to its effectiveness with the
American consumer.

APPROPRIATIONS TRIGGER

Mr. BUMPERS. Mr. President, on
September 23 of this year, my col-
league, Senator COCHRAN, chairman of
the Appropriations Subcommittee on
Agriculture, Rural Development, and
Related Agencies, rose on the floor of
the Senate to express objection to a
provision of the FDA reform bill that
would direct the appropriations sub-
committee to provide established lev-
els for salaries and expenses of the
Food and Drug Administration through
fiscal year 2002. If the appropriations
bills did not meet those levels, referred
to as trigger, the FDA would not be
able to collect or use receipts author-
ized by the Prescription Drug User Fee
Act [PDUFA]. The effect of the provi-
sion Senator COCHRAN found so trouble-
some would have been to place a budg-
etary gun to the head of the appropria-
tions subcommittee under threat of
PDUFA fees not being collected and
the Nation’'s drug approval process
placed at risk. As ranking member of
the appropriations subcommittee, I
shared Senator COCHRAN’S concerns,
but honestly hoped that the problem he
highlighted would be corrected before
we were faced with final passage of the
conference report on FDA reform.
While the conference report before us
today does provide some relief in fiscal
years 2001 and 2002 from the earlier
Senate language, 1 am still dis-
appointed that more progress was not
achieved to inject a greater dose of re-
alism into the expectations of the FDA
authorization committees of the House
and Senate.

I do not mean to detract from the
very important work of the FDA nor to
minimize the need to push ahead ag-
gressively with drug approvals. I equal-
ly appreciate the concerns of the pre-
scription drug industry, which will be
responsible for paying the PDUFA fees,
that their considerable contributions
will be used to supplement, not sup-
plant, the drug approval process. How-
ever, an unfortunate charade has been
employed to suggest the language now
contained in FDA reform is going to
protect, in fact guarantee, increases in
the level of Federal funds appropriated
for FDA drug approvals. I must point
out to my colleagues that the language
before us does nothing to assure that
very goal and I feel compelled to high-
light the provision’s failing.

FDA reform would require the appro-
priations bills for fiscal years 1999
through 2002 to provide levels for the
FDA salaries and expenses account at
levels no lower than the fiscal year 1997
level adjusted by the lesser of inflation
based on the consumer price index or
changes in growth of national domestic
discretionary spending. The FDA sala-
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ries and expenses account contains
funding for all activities of FDA, in-
cluding drug approvals, subject to an
appropriation other than amounts for
buildings and facilities. The FDA re-
form legislation contains no require-
ment that FDA allocate any portion of
the salaries and expenses account for
drug approvals. Therefore, while our
appropriations subcommittee may
comply with the full letter of FDA re-
form requirement, that act alone would
provide no assurance to the drug indus-
try that the FDA appropriation would
be used as they expect. FDA certainly
has other pressing budgetary demands
such as the need to account for the
rental space arrearage for which the
General Services Administration is
threatening action against FDA, and
continued work on tobacco issues. FDA
will also need increased attention in
the area of food safety which continu-
ing headlines, such as that appearing
in the Washington Post this weekend
about the more than 700 people made
i11 by contaminated food in southern
Maryland, will no doubt place greater
workload on the agency. An arbitrary
appropriation trigger will produce no
magic bullet aimed solely at the prob-
lem of drug approval backlogs.

Mr. President, I might have a little
more understanding for the concerns of
the drug industry if there was any
merit to their claim that the appro-
priations subcommittee would not hold
faith with their requests. Over the past
10 years, our subcommittee has in-
creased new budget authority for FDA
salaries and expenses from $456,004,000
to $857,501.000. In fact, I would like the
RECORD to reflect the amounts pro-
vided in that account on a year-to-year
basis since fiscal year 1988 to the
present, and I ask unanimous consent
the year and amounts be printed in the
RECORD.

There being no objection, the mate-
rial was ordered to be printed in the
RECORD, as follows:

Fiscal year 1988—3$456,004,000.

Fiscal year 1989—$487,344,000.

Fiscal year 1990—$574.171,000.

Fiscal year 1991—$656,519,000.

Fiscal year 1992—$725,962,000.

Fiscal year 1993—$746,035.000.

Fiscal year 1994--$813,339,000.

Fiscal year 1995—$819,971,000.

Fiscal yesr 1996—3$819,971,000.

Fiscal year 1997-—$819,971,000.

*Fiscal year 1998—$857,501,000.

Mr. BUMPERS. I have included this
history of funding to show how the
amount of appropriations for FDA sala-
ries and expenses has increased every
single year since fiscal year 1988 except
for the period between fiscal year 1995
and fiscal year 1997 when the level was
held at a freeze. I also want to note
that the 3-year period connecting fiscal
year 1995 and fiscal year 1997 was a pe-
riod in which the 602(b) allocation to
our subcommittee fell by 11 percent. I
hope my colleagues see in this history
a commitment by our subcommittee to
recognize the importance of FDA's ac-
tivities. Further, I hope my colleagues
see that even during a time when near-
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ly all other programs under our juris-
diction had to take significant reduc-
tions, FDA was held harmless. I believe
this history reflects well on the com-
mitment and good faith of our sub-
committee.

An obvious result of the provision
contained in FDA reform will be con-
tinuing further reductions in other pro-
grams under the jurisdiction of our
subcommittee. Those programs will
again have to suffer unless, in the un-
likely event, we receive substantial in-
creases in our future 602(b) allocations.
There are many, many other programs
for which our subcommittee is respon-
sible that are important to people and
communities all across the Nation. Our
bill provides funding for all activities
at the U.S. Department of Agri-
culture—except the Forest Service—
and the Commodity Futures Trading
Commission. At USDA alone, there are
hundreds of programs essential to rural
and wurban America that will be
harmed, again, if our subcommittee is
expected to provide FDA, and FDA
only, with inflation increases through
fiscal year 2002. USDA programs have
already been radically cut by our sub-
committee over the past several years
while, as noted above, FDA was pro-
vided substantial increases or, at least,
held constant.

I understand a few other proposals
were suggested, and rejected, during
consideration of the FDA reform legis-
lation. One proposal was to hold FDA
to a freeze, something which we have
shown we have done historically. An-
other proposal would have specifically
protected the FDA activities for drug
approvals. That approach would have
better addressed the concerns I out-
lined above. I understand this proposal
to protect FDA drug approvals was re-
jected due to objections from nondrug
related industries concerned that FDA
resources might be transferred from
their own specific priority areas to
drug approvals. Ironically, that is the
same concern I have heard from groups
fearful about what the provision in
FDA reform will do to USDA and CFTC
programs.

Mr. President, at times I feel there is
an outright assault on the appropria-
tions process. Too many times in re-
cent years we have seen requirements
imposed on the Appropriations Com-
mittee by other legislative and proce-
dural vehicles that continuously im-
pairs our ability to respond to agency
needs and responsibilities to our states
and the American people. Based on ad-
ministration projections, the trigger
mechanism contained in FDA reform
would force the appropriations sub-
committee to increase the FDA sala-
ries and expense account from the cur-
rent $857 to $876 million in fiscal year
2002. According to the President’s 1998
budget, the projected request for FDA
salaries and expenses for fiscal year
2002 is only $691 million. This is a dif-
ference of nearly 3200 million, an
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amount worthy of deliberate consider-
ation by the appropriations sub-
committee. Additionally, the FDA re-
form provision does not account for the
possibility of a tobacco settlement that
might replace current appropriations
expenditures, consolidation of food
safety functions in some agency other
than FDA, or other potential changes
that would affect, and possibly reduce,
the budgetary requirements of FDA.
Even though the provision does attach
the trigger to the lesser of the
consumer price index or changes in the
growth of national domestic discre-
tionary spending, there is no guarantee
that any increase in overall domestic
discretionary totals will be reflected in
the 602(b) allocation for our sub~
committee.

For the coming year, I can assure my
colleagues that I will work with Sen-
ator COCHRAN and others to assess the
requests of all agencies and depart-
ments that will come before our sub-
committee. 1 strongly believe that we
have been fair in our setting of prior-
ities and that we will continue to con-
sider the merits of all requests in order
to balance the fiscal demands and re-
sources in a manner consistent with
our abilities, good judgment, and the
recommendations of all Senators.

Ms. MOSELEY-BRAUN. Mr. Presi-
dent, 1 support S. 830, the conference
report for the Food and Drug Adminis-
tration Modernization and Account-
ability Act of 1997, and commend the
conferees for quickly reaching agree-
ment on compromises that will ulti-
mately improve the FDA and improve
the public’'s access to cutting edge
medical technology.

1 am &)80 pleased that we are going
to-pass this important legislation be-
fore adjourning for the year. The
American people will be much better
off as a result of our actions here
today. S. 830 is a perfect example of
Congress enacting public policy that
Americans both want and need.

There is no disagreement as to the
caliber of the Food and Drug Adminis-
tration. FDA is one of the finest regu-
latory agencies in the Nation and the
world. However, the length of time and
amount of paperwork required for FDA
approval of new products may still be
excessive. For many companies, par-
ticularly small and startup businesses,
the FDA application process is a for-
midable time consuming obstacle.
These barriers exist despite the recent
agency improvements to their review
process. In some cases, the length and
complexity of the process can force
companies to launch their products
abroad rather than here in America.
This is a troubling prospect, particu-
larly given the increasingly competi-
tiveness of global markets.

The FDA, like all other entities,
must evolve and adapt to the changing
global landscape. Traditional methods
of product review are no longer effi-
cient. Industrialized and emerging na-
tions now participate 1n multilateral
trade agreements aimed to reduce
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trade barriers. While the U.S. contin-
ues as the world’'s premiere economy,
our market dominance is dwindling. A
recent Washington Post article indi-
cated that our Nation was far more
dominant economically following
World War II, when the U.S. economy
accounted for more than 25 percent of
the world’s output, than it is today.
Evolving global markets hold untapped
potential for product manufacturers.
The ability to lucratively launch prod-
ucts abroad will bring pressure on the
FDA to harmonize its regulatory poli-
cies with other international safety
and performance standards. The tradi-
tional policies that have made the U.S.
the ‘gold standard” in public health
protection threaten to undermine our
competitiveness. In order to maintain
its status as the gold standard., the
FDA must implement polices that en-
courage the launching of new products
in this country, as opposed to Europe,
and ensures that the United States
maintains its technical and scientific
leadership in health disciplines.

Mr. President, S. 830 strikes a deli-
cate balance between protecting the
public health, fostering global trade
under multilateral agreements, ensur-
ing swift access to new health tech-
nology for Americans, and strengthen-
ing the U.S. technical and scientific
leadership.

The conference agreement reauthor-
izes the Prescription Drug User Fee
Act (PDUFA) for an additional 5 years.
PDUFA has been one of the most suc-
cessful pieces of governmental reform
legislation. During the 5 years since we
first passed PDUFA, the average ap-
proval time for pharmaceutical prod-
ucts has dropped over 40 percent. The
pharmaceutical and biologics indus-
tries overwhelming support reauthor-
ization of PDUFA because they have
seen tangible results from their fee
payments. The American public also
supports reauthorization of PDUFA be-
cause they have received access to in-
novative treatments in a more timely
manner.

S. 830 also makes considerable
progress in expediting patients’ access
to important new therapies and poten-
tially life saving experimental treat-
ments. I have long held that access to
alternative medical treatments is an
essential part or health care freedom of
choice. -Under the conference agree-
ment, patients with fatal illnesses will
no longer be denied access to poten-
tially life-saving treatrments. I am sure
that each of my colleagues can recount
tales of constituents who have encoun-
tered considerable bureaucratic red-
tape 1n their efforts to access a non-
FDA approved but potentially life-sav-
ing treatment. Although I have great
respect for the role that the agency
and its employees play in protecting
consumers from unsafe and ineffective
products, there 1s a problem when 1in-
formed Americans cannot get access to
desired therapies. S. 830 makes some
much needed reforms to enhance that
access.
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Mr. President, the conference agree-
ment includes reasonable compromises
on provisions concerning medical de-
vice labeling, dissemination of infor-
mation concerning drug off-label use,
and regulation of device manufactur-
ing. Ensuring that«napproved medical
devices not get onto the market that
clearly have a different use than the la-
beling indicates is a vitally important
task. This issue alone was responsible
for delaying approval of the Senate
version of the FDA Modernization Act.
I am pleased that the conferees reached
an agreement to give FDA the nec-
essary regulatory authority but not
subject manufacturers to the whims of
various application reviewers. FDA
will be given the necessary authority
to prevent fraudulent labeling as a
means of achieving product approval.

Similarly, S. 830 strikes an appro-
priate balance between protecting the
public interests and allowing manufac-
turers to share important off-label use
information with providers. It would
have been a grave mistake to either
prevent the distribution of off-label use
information or not allow the FDA to
play a vital role in ensuring the ade-
quacy of information being distributed
by manufacturers. I know that a lot of
work went into the compromise
reached regarding off-label usage infor-
mation and the agreement greatly ben-
efits the American public. i

Mr. President, I would also like to
congratulate patients groups for their
steadfast pursuit of this reform. During
this year, I have met with countless
numbers of my constituents who will
immediately have better access to
medical treatment as a result of this
conference agreement. Each time we
met, their message was loud and
clear—pass FDA reform now. This is a
resounding message that I cannot ig-
nore.

S. 830 builds on the reforms that the
FDA has already put into place over
the past 5 years. The agency has taken
a number of steps to streamline admin-
istrative functions and work better
with industry and consumers to facili-
tate the availability of cutting edge
medical technology. The success that
FDA has achieved in reducing the time
to review new drugs and get poten-
tially life-saving therapies on the mar-
ket is laudable. However, more im-
provements are needed and S. 830
moves another step in the right direc-
tion.

My support for S. 830 is not a com-
plete endorsement of the bill. There
are a number of important provisions
absent from this legislation. I am par-
ticularly concerned that the bill does
not adequately address food safety,
which will certainly emerge as a major
public health issue. Most of the recent
criticism of the FDA has focused on
the biologics and medical technology
areas. Regulation of 1mported food
products will probably be the pressing
issue of the next millennium. As more
imported agricultural products find
there way to American tables. there
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wi1ll be more pressure upon FDA to act
to prevent tainted products from get-
ting to the market. The recent prob-
lems with tainted meat and poultry
highlight this need for greater focus on
food safety. Hopefully, Congress can re-
visit the shortcomings in food safety
standards next year.

Nonetheless, S. 830 is a good start
down the road of FDA reform. This
conference agreement is better than
the bill passed by either the House or
Senate and considerable better than
the bill developed last year. I am happy
to have a conference agreement that I
can support and that I truly believe
moves the country in the right direc-
tion. 8. 830 is good for patients, good
for the industry, and good for the Na-
tion’s global competitiveness. I hope
that my colleagues will join me in sup-
porting this important legislation.

Mr. KENNEDY. Mr. President, how
much time do I have?

The PRESIDING OFFICER. The Sen-
ator has 5 minutes 48 seconds.

Mr. KENNEDY. I yield myself 5 min-
utes.

Mr. President, [ just want to review
once again, very briefly, the principal
provisions in the legislation which I
think are enormously constructive and
positive.

First of all, building on the PDUFA
record, this provision that we have-en-
acted expands the existing program by
setting additional performance targets.
It puts special emphasis on expanding
early cooperation and FDA and the in-
dustry, which will reduce the develop-
ment time, so that the drug develop-
ment process, not just the regulatory
review process, can be expedited. That
is very important.

There are many other positive
achievements in the legislation. I am
particularly gratified, as I mentioned
earlier, with the broader use of the
fast-track approval. The streamlined
accesaibility procedure now available
primarily to patients with cancer or
AIDS will also be available for drug
treatments for patients with any other
life-threatening diseases. This bill also
provides for expanded access to drugs
still under investigation for patience
who have no other alternatives. The
compromise combines protections for
patients with expanded access to new
investigational therapies, without ex-
posing patients to unreasonable risks.

The bill includes a new program to
provide access for patients to informa-
tion about clinical trials for serious or
life-threatening diseases.

It provides incentives for research on
pediatric applications of approved
drugs and for development of new anti-
biotic to deal with emerging, drug-re-
sistant strains of diseases.

It requires companies to give pa-
tients advance notification of dis-
continuance of important products.
And in that connection, I am dis-
appointed that we were not able to ad-
dress the issue of assuring that asthma
patients and others will not be put at
risk by any abrupt discontinuance of
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inhalers containing CFC's. I have been
informed by FDA that no notice of pro-
posed rulemaking will be 1ssued before
this summer, which will give Congress
plenty of time to return to this ques-
tion, if necessary.

The bill 1ncludes many measures that
will reduce unnecessary regulatory
burdens and appropriately clarify its
authority.

These provisions, as well as others,
are extremely constructive and will be
enormously helpful to the American
consumer.

Mr. President, I would like to men-
tion some of the staff who have been a
crucial part of this whole process.
Those members of our staff on the
Labor Committee: Nick Littlefield,
David Nexon, Diane Robertson, Debbie

Kochevar, Pearl O'Rourke, Jim
Manley, Leslie Kux, and Carrie
Coberly.

Bonnie Hogue with Senator REED,
Sabrina Corlette and Peter Reinecke
with Senator HARKIN, Jeanne Ireland
with Senator DoODD, Deborah Walker
with Senator BINGAMAN, Anne Grady
with Senator MURRAY, Linda DeGoutis
with Senator WELLSTONE, Lynne Law-
rence with Senator MIKULSKI, and Anne
Marie Murphy with Senator DURBIN.

With the Republicans are the follow-
ing staff:

Jay Hawkins, Sean Donohue, and
Mark Powden, with Senator JEFFORDS;
Vince Ventimiglia with Senator COATS;
Kimberly Spaulding with Senator
GREGG; Sue Ramthun with Senator
FRIST; and Saira Sultan with Senator
DEWINE.

Also, the House staff were instrumen-
tal in the success of this conference:

Kay Holcombe, as Senator HATCH has
indicated, worked with us when she
worked with Senator HATCH on the
committee years ago and was very con-
structive during this process. Howard
Cohen, Rodger Currie and Eric Berger
also with the Commerce Committee,
and Paul Kim on Congressman WAX-
MAN'’S staff.

And I thank the FDA staff: Bill
Schultz, Peggy Dotzel, and Diane
Thompson.

I thank them all very much for all of
their help and their involvement.

PRIVILEGE OF THE FLOOR

Finally, I ask unanimous consent
that Tom Perez, a Justice Department
detainee on the Judiciary Committee,
be given floor privileges for the re-
mainder of the session.

The PRESIDING OFFICER. Without

. objection, it is so ordered.
Mr.

Y. Mr. President. how
much time remains?

The PRESIDING OFFICER. One
minute forty-five seconds.

Mr. KENNEDY. Mr. President, we
again thank our colleagues and friends
and look forward to the passage of this
legislation.

If there are no other comments, I
would be prepared to yield the remain-
der of our time.

Mr. JEFFORDS. Mr. President, I
yield the remainder of my time.
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The PRESIDING OFFICER. The
question 1s on agreeing to the con-
ference report.

The conference report was agreed to.

Mr. KENNEDY. Mr. President, I
move to reconsider the vote by which
the conference report was agreed to.

Mr. JEFFORDS. I move to lay that
motion on the table.

The motion to lay on the table was
agreed to.

Mr. JEFFORDS. Mr. President, [
would like to take a moment to thank
the staff who have worked to make this
bill possible. In the office of Senate
Legislative Counsel, Robin Bates, Eliz-
abeth Aldridge, and Bill Baird worked
tirelessly to produce countless bill
drafts and amendments. I would also,
like to commend House Legislative
Counsels David Meade and Pete
Goodloe for their work on the con-
ference report.

The staff at CRS, especially Donna
Vogt, and at GAQ, including Bernice
Steinhardt deserve thanks for their
willingness to provide essential infor-
mation and documents on extremely
short notice.

The staff to the members of the com-
mittee contributed greatly to the suc-
cess of this bill. Vince Ventimiglia
with Senator COATS' staff worked
closely with mine in a true partnership
on all aspects of S. 830. :

In addition, Kimberly Spaulding with
Senator GREGG, Sue Ramthun with
Senator FRIST, Saira Sultan with Sen-
ator DEWINE, and Kate Lambrew-Hull
with Senator HUTCHINSON all played
important roles in fashioning com-
promises on key provisions of this con-
ference report, as did Dave Larson and
Barry Daylin.

Similarly, three staffers for members
of the minority on the committee
played pivotal roles throughout the
process—f{rom the premarkup stage
through the development of this con-
ference report. Their assistance was
critical to making this bill a bipartisan
success.

Lynne Lawrence with Senator MI-
KULSKI deserves special mention in rec-
ognition of her hard work both in the
last Congress and in this one on FDA
reform. Following passage of this con-
ference report, Lynne will be leaving
Capitol Hill. I am extremely pleased
that she will be leaving on a high nota,
and we all wish her the best with fu-
ture pursuits. Jeanne Ireland with Sen-
ator DODD and Linda Degutis, a fellow
with Senator WELLSTONE also provided
invaluable assistance throughout the
process.

Finally, I thank, of course, the Labor
and Human Resources Committee ma-
jority and minority staffs. On the mi-
nority staff, I would like to thank Nick
Littlefield and David Nexon and two
minority fellows Diane Robertson and
Debbie Kochever.

On my own staff, I would like to
thank the majority staff director Mark
Powden, Jay Hawkins, and majority
fellow Sean Donohue. All have devoted
substantial portions of their time over
the past 10 months to this effort.
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Jay Hawkins, in particular, has been
key to making this conference report a
reality. His tireless efforts, his unfail-
ing good humor, and his patience have
allowed this process to maintain
steady forward progress to a highly
successful outcome.

The round-the-clock work, particu-
larly over the past few days, of all the
staff involved in the conference is
greatly appreciated.

Mr. President, I could not be happier
with this moment and at this time will
happily leave the floor.

Mr. HARKIN addressed the Chalir.

The PRESIDING OFFICER. The Sen-
ator from Iowa.

Mr. TORRICELLI. Mr. President, will
the Senator from Iowa yield?

Mr. HARKIN. I yield without losing
my right to the floor for a unanimous-
consent request.

Mr. TORRICELLI. Mr. President, I
ask unanimous-consent that at the
conclusion of the remarks of the Sen-
ator from Iowa, I be able to address the
Senate for 20 minutes.

The PRESIDING OFFICER. The Sen-
ator should be aware that under a pre-
vious order the Senator from Massa-
chusetts is to be recognized after the
Senator from Iowa.

Mr. TORRICELLI. Then I will amend
my “unanimous-consent request that
after those Senators are recognized
under the unanimous-consent request
that I be a able to address the Senate
for 20 minutes.

Mr. JEFFORDS. Reserving the right
to object, I make a point of order that
& quorum is not present.

Mr. HARKIN. Mr. President, I have
the floor, I believe, and I yielded only
to the Senator for the purpose of a
question.

The PRESIDING OFFICER. The Sen-
ator from Iowa is recognized, and he
has the floor.

The unanimous-consent request from
the Senator from New Jersey is on the
floor. Without objection, it is so or-
dered.

Mr. JEFFORDS. I object. I make a
point of order that a quorum is not
present.

Mr. HARKIN. Mr. President, I believe
I have the floor. I only yielded for the
purpose _of a unanimous-consent re-
quest. -

The PRESIDING OFFICER. The Sen-
ator from Jowa has the floor.

Mr. HARKIN. Mr. President, I will re-
claim the floor in my own right and let
these Senators work it out if they want
to come back.

The PRESIDING OFFICER. The Sen-
ator from lowa has the floor and is rec-
ognized for 20 minutes. He may pro-
ceed.

Mr. HARKIN. Thank you, Mr. Presi-
dent.

FAST-TRACK LEGISLATION

Mr. HARKIN. I want to speak a little
about the fast-track bill that is before
us and which 1s scheduled to be voted
on in the House tonight.
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1 doing so, 1 reread the President’s
speech on September 10 that he gave on
fast track. He gave it at the White
House, I believe in the East Room.

I found some 1nteresting remarks in
the President’s speech. He talked about
change. He said, ‘‘As we have done
throughout our history, we have taken
our Nation and led the world to the
edge of a new era and a new economy.”

He is absolutely right.

He talked about the economy, and
how we are the largest producer of
automobiles, agricultural exports,
semiconductors, steel, and other items.

Then, closer to the end of the speech,
the President said, ‘‘As we continue to
expand our economy here at home by
expanding our leadership in the global
economy, I believe that we have an ob-
ligation to support and encourage core
labor standards and environmental pro-
tections abroad.”

He further said in his speech—this is
the President's speech on September
10—“‘Our goal must be to persuade
other countries to build on the prosper-
ity that comes with trade and lift their
standards up. As we move forward, we
must press countries to provide the
labor standards to which all workers
are entitled,” et cetera.

The President sajd in his speech that
we are part of a new world economy. 1
would say, yes, Mr. President, we are
also part of a new world community—
a new world community the likes of
which we have never seen because of
the rapid dissemination of information,
the globalization of communication,
the instantaneous transmission of im-
ages and voice, transmittal of informa-
tion around the globe. People living in
the remotest villages of Africa, China,
or Asia now know what is happening in
other parts of the world. No longer is it
kept from them. Increasingly the peo-
ple on this planet are going to demand
their human rights, their fundamental
basic human rights, their individual
freedoms. That is what Tiananmen
Square was all about.

Yes, Mr. President, you were right.
You were right, Mr. President, to say
to President Jiang of China that China
was on the wrong side of history at
Tiananmen Sguare. You were right,
Mr. President. But, Mr. President, to
the extent that we have a trade bill be-
fore us that limits your authority to

- negotiate under fast track regarding

exploitative child labor, that weakens
the provisions dealing with child labor,
then you, Mr. President, and this coun-
try are on the wrong side of history.

Those may sound like strong words,
but as I have read the President's
speech, and as I read the fast-track bill
before us, one can only come to one
conclusion. This legislation takes us in
the wrong direction. It severely limits
the ability of the President and our
trade negotiators to address the 1ssue
of exploitative child labor in trade ne-
gotiations. That is right. This bill lim-
its the President’s authority. The 1988
bill didn’t. I will explain this.

In this bill, child labor is included in
a category of issues under the heading
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‘‘Regulatory Negotiations.” Under this
heading in the bill, negotiations under
fast track on child labor may only
cover—I will read it—*the lowering of,
or derogation from, existing * * =
standards.”

That is all. The language does not
allow negotiations aimed at getting a
country to agree to raise its child labor
standards, no matter how weak or non-
existent they may be.

Furthermore, the negotiations may
only address cases where the other
country’'s lowering of, or derogation
from, its child labor standards is—and
1 will read it directly from the bill—
‘‘for the purpose of attracting invest-
ment or inhibiting United States ex-
pom."

I want to make sure my colleagues
understand that.

First of all, the President may only
negotiate regarding the lowering of, or
derogation from, existing labor stand-
ards. He can't negotiate on strengthen-
ing.them. And he may only negotiate
regarding the situation where the low-
ering of, or derogation from, standards
is done for the purpose of attracting in-
vestment or inhibiting U.S. exports.

What about the case where a country
lowers or fails to enforce its child labor
standards for the purpose of producing
goods at lcwer cost 80 it can ship them
to the United States? That situation is
not mentioned in this language, so the
President. does not have authority to
negotiate on that basis according to
the terms of the bill. Allowing the use
of exploitative child labor to hold the
price of goods down is unfair competi-
tion, plain and simple, but a country
could do that.

Exploitative child labor in foreign
countries unfairly puts competing
firms and workers at a disadvantage in
the United States and in other coun-
tries that do not allow it. Yet, the lan-
guage in this bill does not indicate that
President would have the authority to
address that kind of unfair competition
against U.S. companies and workers in
negotiations and agreements under fast
track. As long as the other country is
not lowering or derogating from {ts
standards for the purpose of attracting
investment or inhibiting U.S. exports,
our negotiators cannot negotiate to
end this unfair competition.

The bottom line is that this bill lim-

“its the President’'s autbority to seek

agreements that would curtail exploit-
ative child labor.

It is important to clarify this point.
I think people will say “HARKIN, what
are you talking about? How could it
limit the President’s authority?"

Well, let us examine that question.

Under this bill, the President actu-
ally has less authority to negotiate re-
garding child labor, and submit an
agreement to Congress under fast-
track procedures, than he had in the
most recent fast-track legisiation,
which was contained in the Omnibus
Trade and Competitiveness Act of
1988—the last bill laying out fast-track
procedures that we voted on and which.
this Senator voted for.



